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K. C., legal adviser to the Canadian 
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W elfare 
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H. Thomas Austern’s discussion of the 
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The social significance of the same 
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etary of Penick & Ford, Inc., Ltd 
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nual Meeting of the Division of | 
Drug and Cosmetic Law of the Secti 


of Corporation, Banking and Business 
Law of the American Bar Associatt 
last September Vhese speeches W 
have comprised most i u articles 
last month’s issue and the curret 


one, included an address by James F. 
Hoge—“Major Drug Law Problem.” 
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mond QO. Clutter notes “the alarming 


apidity with which the federal gover: 
ent is extending its control over every 
iS¢ t the drug industry \ grad 
late f the Nort west 1 University 
Scl | Law, Mr. Clutte is em 


mery Ward and Company before he 


was called t active duty in the \n 
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joined the legal staff of Eli Lilly and 
Company, and now manages the legal 
department ot that pharmaceutical mat 


utacturet 


F. T. Dierson reported on the food, 
drug and cosmetic implications in the 
proposed Uniform Commercial Code be- 
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metic Law Division, he was delegated 
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by its chairman, Charles Wesley Dunn, 
to confer with industry and private 
lawyers generally on successive drafts 
of the Uniform Commercial Code, par 
ticularly as regards the Sales Article 
which revises the law of implied war 
Mr. Dierson 
Dunn in the 


ranty in the sale of goods 
with Mr. 
practice of law. 


is associated 
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and drug law, Mr. Dunn is chairman 
of the ABA Division of Food, Drug 
and Cosmetic Law and of the parallel 
section of the New York State Bat 
Association. His significant address in 
New York City on November 26 be 
fore the midyear meeting of the Ameri 
can Pharmaceutical Manufacturers’ As 
sociation, of which organization he 1s 
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Drug Legislation by Honorable H 
J. Anslinger, United States Com 
missioner of Narcotics; Dr. R. P. 
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The Possible and the Impossible 


in Food, Drug and Cosmetic Laws 


By WILLIAM W. GOODRICH 


This Paper Was Read Before the Division of Food, Drug and 
Cosmetic Law, American Bar Association, September 20, 1951 


A RECENT EXPERIENCE with the legislative process in this 
country has convinced me that any idea of complete uniformity in 
text, scope and operation of food, drug and cosmetic laws, even as 
between England, Canada and the United States, is an idle dream. 
\lthough Canada, England, and many of our own states have laws 
which authorize administrative authorities to list by regulations those 
drugs that are restricted to sale on prescription only and provide no 
elaborate procedural safeguards against possible administrative abuse, 
a proposal to extend to federal officials a similar authority with the 
most detailed limitations and checks against abuse,’ was condemned 
as the “handmaiden of socialized medicine”* and an extension of 
“dictatorial” and “arbitrary” control over the entire drug industry 

I make this point only to illustrate that any proposal toward uni 
formity must take into account the sensitive nature of American 
interest toward statutory changes giving any greater power to go\ 
ernment authorities. Certainly, any such proposal must have merit 
aside from mere uniformity. This leads me to conclude that the first 


1S. 1186, 82nd Cong., Ist Sess. (1951). * Hearing before Senate Committee on 
7H. R. Rep. 700 to accompany H. R. Labor and Public Welfare, September 
3298, 82nd Cong., 1st Sess. (1951), minority 11-13, 1951 
views, p. 31 
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Mr. Goodrich Is Assistant Chief, Food and 
Drug Division, Office of the General Coun- 
sel, Federal Security Agency. The Views 
Expressed Are Those of the Author and Do 
Not Necessarily Represent the Official 
Position of the Federal Security Agency 








order of business is to define the areas where uniformity does not now 
exist and to examine the different statutes, regulations and enforce 
ment techniques on their merits to determine whether change to a 
uniform pattern is either possible or desirable. 

At the outset we must accept the basic differences which always 
will be with us as a result of constitutional limitations. These dif 
ferences were discussed at the last meeting of this division and need 
only be mentioned here.*’ Neither Canada nor England is concerned 
with the interstate commerce limitations that are.so deeply a part of 
the Federal Food, Drug, and Cosmetic Act. Both England and Canada 
have executive seizures and destruction of offending food and drugs, 
not at all comparable to the seizure suit im rem under our federal law. 
I feel sure that a proposal to allow executive seizures in the United 
States in which the chief government analyst’s results would be final 
and conclusive * would have little chance of introduction as a bill in 
Congress and no chance of becoming law, absent a national catastrophe 
requiring such a procedure. 

The utilization of delegated legislation (administrative regulation, 
as it is more often called here) on the Canadian pattern,® in which the 
basic statute may be modified or expanded, would involve us in a 
great constitutional debate. 

\Ve must cast our program for uniformity, insofar as this country 
is concerned, very largely within the bounds of existing statutory law. 
[ do not believe it feasible to embark upon any program of uniformity 
comparable to the one under way here to bring the state laws into 
greater textual uniformity with the federal Act. 


*5 FOOD DRUG COSMETIC LAW JOUR- ®5 FOOD DRUG COSMETIC LAW JOUR- 
NAL 642-697 (October, 1950). NAL 688-689. 

55 FOOD DRUG COSMETIC LAW JOUR- 
NAL 696-697. 
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Time does not permit the detailed analysis of the laws and regula- 
tions of the three countries that will be necessary to define all the 
areas in which differences now exist. | can mention only a few of the 


differences for illustrative purposes. 


Drugs 
Prescription Drugs. The control of prescription drugs is a problem 
covered exclusively by regulations in Canada." I am not informed 
completely as to how it is controlled in England. Here it is regulated 
partly by the statute and partly by regulations.* Congress presently ts 
considering bills that would make it the subject of more extensive 


statutory law.” 


The Canadian Food and Drug Regulations list 18 basic drugs as 
subject to sale on prescription only. They forbid the sale of any drug 
so listed without a written prescription, as well as the refill of any 
such prescription, unless the prescriber has so directed in writing 
thereon. So far as I am aware, the regulations do not specify how 
drugs in this class must be labeled. 

The House of Representatives, on August 1, 1951, passed a bill, 
H. R. 3298, which (1) establishes a standard, applied partly by ad- 
ministrative action and partly through judicial procedings, by which 
some drugs are limited to prescription sale; (2) requires that drugs 
bear either a precise prescription legend or adequate directions for use 
by a layman; (3) permits telephone prescriptions and telephone au 
thorizations for refills; and (4) prohibits the refill of prescriptions for 
dangerous drugs without the prescriber’s consent."® 

The effect of this legislation, if passed, will be to limit consider 
ably more drugs to prescription sale in the United States than appear 
on the Canadian list. It would require special labeling on prescription 
drugs imported into this country from Canada. But I am aware of no 
serious problems that this lack of uniformity has caused in the past. 


Vomenclature. The World Health Organization has taken steps 
towards standard names for a number of basic drugs.'' The Canadian 


Food and Drug Regulations list the proper names of several drugs."* 


7 Food and Drug Regulations, C. 01 .016 " WHO Technical Report Series No. 35 


and Appendix IV Expert Committee on Unification of Phar- 
&21 USC Sees. 352 (f) and 353 (b) and macopeeia 

21 C. F. R. 1.106 % Food and Drug Regulations, Appendix 
*S. 1186 and H. 3298 III 


%”H. R. Rep. 700, 82nd Cong., 1st Sess. 
(1951) and 97 Congressional Record 9444, 
and following 
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Our law requires that the label of a drug must bear the name of the 
drug recognized in an official compendium or its common or usual 
name.** 

These statutory provisions make it difficult for the Food and 
Drug Administration to assist the WHO either in protecting the names 
it has adopted or in requiring that manufacturers use the standard 
nomenclature. The desired assistance might be given to a limited 
extent, however, by the pharmacopoeial revision boards. 


Prohibited Disease Claims. Canada’s Schedule A ™ prohibits label 
ing or advertising claims to the general public that a drug will cure 
alcoholism, cancer, diabetes and a number of other serious conditions. 
Though a similar list was proposed as a part of the Federal Food, 
Drug, and Cosmetic Act, Congress rejected it. Nevertheless, through 
the operation of our general prohibition against false and misleading 
labeling, practical uniformity in this respect has already been achieved. 

Canada’s Schedule B Drugs. The drugs covered by Schedule B 
appended to the Canadian Food and Drugs Act are the subject of 
special regulations not entirely consistent with the regulatory scheme 
adopted in this country. 


Schedule B drugs are (1) hormones and like drugs; (2) drugs 


that purport to be sterile and are intended for parenteral use; (3) 
drugs prepared from micro-organisms, viruses, toxins, sera, and anti 
biotics and analogous preparations; (4) compounds of arsenic and 
analogous products for parenteral use ; and (5) about 50 drugs specifically 
named. This schedule is modified or amended from time to time. 


Sex Hormones. In the control of these preparations, the Canadian 
regulatory rules differ in two important respects from our own. The 
sex hormones are not restricted to prescription sale in Canada, though 
they must bear a label caution that they are “to be used only on the 
advice or on the prescription of a physician.” ™ 

The Food and Drug Administration has proved in U. S. v. Vita 
Pharmacals, Inc.,** decided June 18, 1951, by the United States Court 
of Appeals for the Ninth Circuit, that the male sex hormone, methy! 
testosterone, has the highest potentiality for harmful effect because it 
may accelerate the growth of a dormant cancer of the prostate, and 
that the drug has limited usefulness which can be realized only if used 
under the careful supervision of a physician. The drug must be sold 


13 21 USC Sec. 352 (e) % Food and Drug Regulations, C. 02 .007 


™ Food and Drug Regulations, Sched- “™ CCH FOOD DRUG COSMETIC LAW 
ule A REPORTS ‘{ 7206 











d 
d 


t 
1 
1 
1 








INTERNATIONAL UNIFORMITY PAGE 889 


on prescription only in the United States. Our experience showed 
that a label statement directing a person to see a physician about 
whether he should use a drug he has already bought is a futile gesture 
and offers little protection against misuse of this drug. 

The other difference in sex hormone control is with respect to the 
so-called inert glandular materials.’ 
legally be sold as a drug in the United States."* But in Canada, it may 


* If such material is inert, it cannot 


be sold with a disclaimer statement: “The sex gland tissue (or extract 
as the case may be) in this preparation has no known therapeutic sex 
hormone action.” Here, again, experience was that products so labeled 
were nevertheless being sold to the public and to some practitioners 
of the healing arts as useful therapeutic agents. We insist that the 
claimed therapeutic effect be stated in the labeling. As a practical 
matter this cannot be done without violating the prohibition against 
false claims. 

Drugs Subject to License Control of Manufacture. Sterile drugs for 
parenteral use are subject to license control in Canada.’*® Included are 
liver extract injections, insulin containing drugs, and anterior pituitary 
extracts including ACTH. The issuance of a license is conditioned 
not only upon the condition of the manufacturing establishment, but 
also upon the employment of qualified manufacturing and control per 
sonnel and the keeping of complete records.*° Licenses may be granted 
for manufacturing operations outside of Canada.*' 

\While the Chief Dominion Analyst does not check-test and certify 
each manufacturing lot, he has the right to demand the manufacturer’s 
protocols of control tests at any time.** In the case of insulin, the 


protocols must be routinely submitted to the Chief Dominion Analyst 


Only insulin, among these drugs, is subject to comparable control 
in the United States. The certification system is here employed where 
by each batch is check-tested and certified by the Food and Drug Ad 


ministration prior to sale.** 


Antibiotics, Viruses, Sera, Toxins. These drugs also are under li 
cense controls of their manufacture in Canada.*® The viruses, serums 
17 Food and Drug Regulations, C. 02 .008. ** Food and Drug Regulations, C. 03 .008, 
Kleinfeld and Dunn, ‘‘Notice to Manu- C. 03 .012-03 .014 
facturers, Packers and Distributors of *t Food and Drug Regulations, C. 03 .011 
Glandular Preparations,’ Federal Food, * Food and Drug Regulations, C. 03 .015 
Drug, and Cosmetic Act, p. 756, 21 C. F. R. 73 Food and Drug Regulations. C. 03 .063 
3.3 *21 USC Sec. 356 and 21 C. F. R., Part 
1% Food and Drug Regulations, Division 3. 144 


*> Food and Drug Regulations. Division 4 
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and toxins are regulated in much the same manner in the United 
States under the Public Health Service Act.” 

Five of the antibiotics are covered by certification control in the 
United States.2* I am advised that one Canadian manufacturer 1s 
presently submitting drugs for certification and sale in the United 
States. There have been some importations of crystalline penicillin 
G, a decontrolled item, from England. I do not know to what extent 
the differences in control procedures affect the volume of imported 
antibiotics, but they seem to have little effect. 

Antibiotics exported from the United States to Canada and 
England are acceptable in those countries if certified in accordance with 
our procedures. The Canadian regulations expressly provide for the 
issuance of a license to a foreign manufacturer without inspection of 
his establishment if the “conditions of the foreign license and super 
vision of manufacture are at least as stringent as required in Canada.’”** 
! am informed that the decertification of crystalline penicillin G in the 
United States has not affected the American manufacturers’ right to 


export this drug to Canada. 


Foods 


Chemicals in Foods. Others have discussed the proposal now under 
study by the Congress to amend the Federal Food, Drug, and Cosmetic 
\ct by requiring manufacturers to demonstrate the safety of any new 
chemical before they offer it as an ingredient of food. 

In Canada, the regulations contain a blanket prohibition against 
any poisonous or injurious ingredient or substance in or on a food.*® 
This is modified by specific exceptions and by the preservative regula 
tions.*” Similar controls are exercised in England under the preserva 
tive regulations. Chemical additives are much more restricted in use 
in those countries than in the United States. 

Food Standards. Our difference with Canada and England in this 
field is very significant to food manufacturers. Both countries have regu 
lations which do not attempt an exclusive, detailed standard for the 
food. Their regulations refer only to the basic ingredients and allow 


variations at the manufacturer’s discretion. 





7% 42 USC Sec. 262 and 21 USC Sec. 151 * Food and Drug Regulations, C. 04 .017 
7721 USC Sec. 357 This law covers * Food and Drug Regulations, B. 15 .001. 
penicillin, streptomycin, aureomycin, chlo- ’ Food and Drug Regulations, B. 15 .003 


ramphenicol and bacitracin. The Canadian and B. 16 .001-16 .017. 
regulation apparently applies only to peni- 
cillin, streptomycin and aureomycin. 
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Food Colors. Both the United States and Canada * have regula- 
tions for permitted colors in foods. No other color may be used. In 
England, however, the regulations list the colors that may not be used. 
There is room for more uniformity in this respect, and our scientific 
people are cooperating with Canadian and English scientists in their 


investigations of the safety of coal-tar colors. 


Fill of Container. Under our law a food is misbranded if its con- 
tainer is so made, formed or filled as to be misleading. \n accurate 
net-weight statement does not correct the misbranding.** The theory 
of the law is that many purchasers use the size of the container as an 
index to the quantity of its contents and are misled by a slack-fill. 
Mr. Adams, however, has explained that in England it is felt that a 
deceptive-container rule is unnecessary when the minimum content of 
the package is stated.** This difference in legal requirements 1s a source 
of trouble to persons sending foods into the United States. 


Enriched and Fortified Products. Canada has concerned itself with 
the vitamin content of flour “* and has required the addition of potassium 
iodide to table salt.** 

A bill was introduced in our Eightieth Congress to require that all 
table salt be iodized in the United States.** The bill died after hearings 
before the House Committee on Interstate and Foreign Commerce. 
Thus, a type of table salt that is legal in the United States is illegal 
in Canada. 

Enriched flour, in the United States, is required to contain in 
each pound not less than two milligrams of thiamine, not less than 1.2 
milligrams of riboflavin, not less than 16 milligrams of niacin and not 
less than 13 milligrams of iron.*® Canada has approached the problem 
in a different way by establishing a standard for Vitamin B White 
Flour,*® a special processed flour which is required to contain in each 
pound not less than 1.2 milligrams of Vitamin B, (thiamine). Both 
standards are directed at the same thing, the nutritive improvement of 
white flour, but American enriched flour could not be sold as Vitamin 
B White Flour in Canada even though its values in B vitamins present 

thiamine, riboflavin and niacin—are greater than would be found in 


the Canadian product. 


21 C. F. R.. Part 135 * Food and Drug Regulations, B. 13.006 
% Food and Drug Regulations, Division 6 * Food and Drug Regulations, B. 17,004 
21 USC Sec. 343 (d) SH. 2717. 80th Cong... 1st Sess 
*“U. § v. Cataldo, 157 F. (2d) 802 » 21 C. F. R. 15.10 
(CCA-1, 1946) ” Food and Drug Regulations, B. 13,006 


5 FOOD DRUG COSMETIC LAW 
JOURNAL 642, 646 
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While these standards are an impediment to the free exchange of 
basic foods between the two countries, they do not seem to have been 
too troublesome for companies that operate in both Canada and the 
United States. 


Conclusion 

[ have only touched a few of the areas in which our law and regu 
lations differ from those of Canada and England. Perhaps some of 
the differences are trade barriers that could be eliminated without harm 
to the public health or purse. 

I do know that international traders frequently come to the Food 
and Drug Administration for certificates that their products are freely 
sold in the United States. Their customers increasingly are asking for 
proof that illegal merchandise is not being diverted into export channels. 
More uniform requirements would serve to minimize their doubts and 
thus facilitate the sale of articles in foreign countries. 

My limited inquiries among attorneys who represent manufac 
turers doing an international business have revealed no serious impedi 
ments caused by the Food, Drug, and Cosmetic Law. If such impediments 
exist, the informal Committee on International Uniformity would 
like to know about them and solicits suggestions from members of this 
division as to any corrective action that should be taken. [The End] 


e ASPECTS OF DECEPTION ° 


A phonograph record designed to induce sleep is a device, 
the Court of Appeals for the Second Circuit says, within the 
meaning of the federal Food, Drug and Cosmetic Act. In view 
of the fact that the government put experts on the job and 
found the record didn’t put insomniacs to sleep, the advertising 
which made such claims is misleading labeling.—U. S. v. 23 
Articles, etc., CA-2, November 7, 1951. 

Similarly misleading is a description of merchandise as 


“free” when in fact it is not given to sales agents without 


requiring the performance of some service inuring to the bene- 
fit of the sellers —Rosenblum v. FTC, CA-2, November 29, 1951. 
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INTERNATIONAL UNIFORMITY— 
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M* FIRST DUTY today is to assure you all how greatly | 
LY appreciate the honor you do me in asking me to join in your 
discussions today. One of the happiest results of a comradeship in 
arms in two world wars has been a great increase in the personal con 
tacts between the administrators, lawyers and scientists of our countries. 
This has led to such a growth of understanding and friendship between 
us as must have a considerable influence on the etforts now being made 
to bring our food and drug laws more nearly into line. At any rate, one 
can say this: that without understanding and knowledge of each 
other’s problems, difficulties and customs, little progress could have 
been made. 

This leads me, as a visitor from England, to ask you to allow 
me at the outset to pay a tribute to the great help and really amazing 
kindness which I have received personally—and others of the British 
Ministry of Food will share this feeling—from the Food and Drug 
Administration at Washington and from my colleagues in the same 
field at Ottawa. Today I cannot resist coupling Dr. Dunbar’s name 
with this expression of gratitude, and at the same time extending a 
warm welcome from the United Kingdom to Mr. Crawford, who we 
are all sure will prove a like friend and helper for many years to come. 
That these official contacts have now extended to your Division of the 
American Bar Association is important because it marks a further 
step forward in friendly cooperation. 

It is only fair to remind you that I differ from my friends, Mr. 


Curran and Mr. Goodrich, in that, while some 25 years ago I was 
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called to the English bar, | am not, and never have been, a practicing 
lawyer. Science was my first love and most of my life has been spent 
in the Government Laboratory in London. For the past eight years, 
however, | have been engaged in an administrative capacity in the 
Division of the Ministry of Food dealing with food legislation and, in 
some measure, therefore, I have embraced both callings. What | 
have to say about the United Kingdom’s legal system is, therefore, 
said with some trepidation. It may not be out of place to remind you 

for from the English point of view it is an important factor in these 
discussions—that our legal profession as such plays a relatively small 
part in developing or amending the law. There is as yet no parallel 
in the United Kingdom to a meeting such as we are attending today 
Second, the processes leading up to the presentation of new legislation 
are quite different in our two countries. Third, wide and important 
differences arise within the framework of our different constitutional 
systems, and this shows up particularly when one compares the part 
played by federal and Dominion officials in the enforcement of food 
and drug legislation with that played by local authorities in England, 
on whom the duty falls of enforcing our Food and Drugs Act. It is 
hardly necessary to develop these points in greater detail, but I would 
ask you to remember their significance. For example, I fancy your 
energetic and tireless chairman may feel on occasion that the activities 
of this division of the ABA might well receive greater support from 
the legal profession in the United Kingdom. With great respect, | 
would suggest that there may be good reasons for what might other 
wise appear to be a lack of interest. There is, for example. no “Bar” 
of the United Kingdom. There is, in fact, no machinery for the Bar 


of England, the Bar of Scotland and the Bar of Northern Ireland to 


cooperate ina movement such as vours. Again, it must be remembered 
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that while the English Bar Council deals with some 1,500 practicing 
barristers, the Law Society in the United Kingdom, an entirely sepa 
rate institution, administers the affairs of some 18,000 solicitors. With 
these differences in the setup of our legal profession it follows that it must 
take some time to get the idea of a joint Food and Drug Division of 
the Bar of England and of the Law Society started. To one whose 
work is mainly in the administrative sphere, and who would welcome 
criticism and advice based on the consideration by lawyers collectively 
of the problems we meet, it is a matter of regret that it seems unlikely 
that an organization such as yours will be set up in the near future. 
I do not say this by way of apology, but in order that we may the 
better understand our respective positions. As proof of this, it 1s a 
great pleasure to me to have been asked to deliver a personal message 
of good will from Sir Godfrey Russell Vick, K. C., the Chairman of the 
Bar Council, to you, Mr. Chairman, and through you to the members 
of this division. Sir Godfrey is well aware of the aims and achieve 
ments of this division of the ABA, and he is an admirer of both. It 
seems fair to say, therefore, that the seeds of cooperation between the 
legal professions of our countries have, at any rate, been sown. 

[ will leave this very general statement on the fundamental differ 
ences between the lawyer’s position in the United Kingdom and the 
United States at that. Mr. Curran has given you a very clear state- 
ment of the part the administrator, that is, the government official, can 
play in these matters and of the limitations which surround his activi 
ties. You must all know that life would be easier for him were one 
food law to operate the whole world over. That is, I suppose, the 
ultimate aim, ambitious though it may be. Many other organizations, 
however, appear to be seeking a path in the same direction, Uni 
formity in food legislation is a topic of interest to the United Nations 
Organization; it is being discussed in Europe by the countries sub 
scribing to the Brussels Treaty, and by kindred associations of a non 
political origin. As a practical example of this I may say that two years 
ago I discussed similar issues at Brussels in the company of other 
official colleagues, with officials of the Western Union countries. The 
United. Kingdom administrator is involved in all these movements, 
and it is not surprising, I think, that he also gets somewhat bewildered 
at times. While, therefore, I heartily support Mr. Curran’s view that 
we should now endeavor to move from the somewhat academic con 


sideration of uniformity and look for definite issues which need atten 


tion, I would like to remind you that already we have gone a long 
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way together. Further, I want to assure you that your aims in this 
matter are so well appreciated that we in the United Kingdom would 
not dream of embarking on new lines of food legislation without 
ascertaining how similar questions are being handled in \Vashington 
and Ottawa. There is therefore every reason to think that your views 
and your actions will not be overlooked. 


Generally speaking, however, the spur to uniformity has its origin 
in economic problems which arise when differences in law are alleged 
to hamper international trade. Having emerged from two world wars 
with an economic situation which depends for its very life on world 
markets which can no longer be dictated to by any one country, we 
have perforce adopted a considerable measure of uniformity with you 
in the developments which have taken place since the war. As a 
result, we find remarkably few cases where legal difficulties between 
us are of great importance. When differences arise which seem in 
superable, it will often be found that they rest on economic factors of 
a protective nature, the solution of which has no place in straight food 
legislation. For example when one delves one finds that the French 
man, say, would like a greater measure of legal protection for the 
good name of his brandy when exported and sold in the United King 
dom, just as our own distillers long for greater protection for the repu- 
tation of Scotch whisky when sold abroad. There is a definite limit 
to the useful work the official or the lawyer can do in such cases, and 
such problems seem more matters for food manufacturers themselves 


to examine and for which they should suggest the remedy. 


Progress in Standards Regulation 

Since our 1938 Food and Drugs Act was passed, the Ministry of 
Food has made extensive use of the new power contained therein to 
make “food regulations.” IT told you at your annual meeting last year 
of our Labelling of Food Order and of our Food Standard Orders 
The former differs from the United States regulations mainly in that, 
so far, it only applies to foods prepacked for retail sale, while we have 
no regulation dealing with the slack fill of a container. For most 
practical purposes, however, the labelling law is the same in the 
United Kingdom as here. \Who would have guessed, ten years ago, 
that this would be the position today? The food standards we have 
made do not take on the detailed pattern of your standards, but again 


it is obvious that good progress has been made, and on lines parallel 


~ 


to yours, and I for one believe these lines will tend to converge. As 
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an example of this let me refer to some developments during the past 
year. I told you last year that our regulations dealing with the addi- 
tion of preservatives and colorings to foods were some 25 years old 
and due for revision. A committee has now been set up to advise the 
Minister of Food on the shape this revision should take. The com- 
mittee has already begun its examination of the use of antioxidants 
and colors, and we are in the closest touch with Washington and 
Ottawa on these problems. There seems a real prospect of a greater 
measure of uniformity resulting. 

But here we are getting into a realm where the lawyer’s leader- 
ship must be limited. We have only to reflect about how difficult it 
is for our research chemists to agree on the highly technical questions 
involved in, say, the control of coloring matters in food to realize how 
far we have to go before we are in a position to seek the lawyer’s 
advice. You will, however, all agree that certain basic principles must 
be formulated to guide one in the consideration of the addition of 
chemicals to food, be they preservatives, coloring matters, antioxidants 
or what you will, and I think the philosophy of the majority in the 
United Kingdom might be summarized as follows: (1) that the addi- 
tion of chemical substances to food is generally undesirable and should 
be controlled as far as possible; (2) that the functional use of a par- 
ticular chemical or class of chemicals in food manufacture should be 
established as a desirable development in food technology before 
official approval is given to such use; (3) where a functional use is 
justified, scientific evidence must then be produced to establish that 
the proposed use would not adversely affect the health of consumers ; 
(4) that only substances in respect of which full information as to 
composition is available should be used; (5) that the permissible addi- 
tion should be limited to the minimum quantity effective for the pur- 
pose in view; and (6) that the consumer should be informed when a 
food contains chemical additives. 

From the talks I have had with my friends in Washington and 
Ottawa I believe these principles would have your support. At any 
rate, if the regulations we make in the future meet the spirit of that 
philosophy, again I feel we shall be contributing to uniformity in a 
very practical manner. 

It is a short step from the consideration of the addition of special- 
purpose chemicals in food to one of the chief topics of the day on both 
sides of the Atlantic, namely, the use of chemicals generally in food 
production and food manufacture. Administrators, chemists and medi- 


cal men in England have followed with great interest the work of the 
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select committee of your House of Representatives, under the chair- 
manship of Mr. Delaney, and will continue to do so. We are equally 
concerned with these problems, for they press for a solution. <Ac- 
cordingly, you can hardly fail to be interested to know that these 
matters have been under inquiry in England for some time past, and 
that a lengthy reference was made to the use of toxic substances in 
consumer goods in the recently published annual report of the Advisory 
Committee on Scientific Policy (1950-1951), which report was pre 
sented to Parliament by the Lord President of the Council. An ex 
tract from that report is printed as an appendix to this paper, first, 
because it emanates from the most important scientific committee in 
the United Kingdom and, second, because for that very reason | 
hesitate to paraphrase it. I mention it here as an outstanding example 
of the parallel approach which is being made in the United Kingdom 
to major problems of mutual interest, which are being handled i1 


England, as here, along the lines best suited to our administration. 


Prophecy of Uniformity 


My talk has become something of a progress report and it will not 
therefore, be out of place if I mention that statements have been made 
by responsible Ministers in both Houses of Parliament which indicate 
that the government is considering the amendment of the present 
Food and Drugs Act to give Ministers wider powers than they now 
possess. Obviously, nothing more can be said on this until the Min 
isters present their proposals to the House of Commons. But I think 
it would not be out of place for me to venture a prophecy that when 
that stage is reached, we will see little divergence from the North 
American pattern. 

What does all this amount to? In my view, contacts between the 
administrators of our respective governments have proved so fruitful 
that an important measure of uniformity has already been attained 
almost unnoticed. We understand our several points of view as nevet 
before, and the foundations of even better understanding have beet 
laid. I agree most heartily with Mr. Curran’s suggestions that the 
time has now come when the administrator must look to those more 
intimately connected with industry itself to submit problems of prac 
tical importance which still need consideration and solution, and | 
have little doubt that with a continuance of the good will which has 


been shown in recent years on all sides, such questions will be solved. 


In behalf of the United Kingdom Ministry of Food I can assure you 
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that sympathetic support at the highest level is assured for the future 
consideration, in a mutually satisfactory manner, of any problems 


which may be brought forward. [The End] 


Appendix 


Extract from the Fourth Annual Report of the Advisory Council 
on Scientific Policy (1950-1951) 


Presented by the Lord President of the Council to Parliament 
by Command of His Majesty 


July 1951 


Toxic Substances in Consumer Goods.—In July, 1949, we were 
asked to examine the existing departmental arrangements for control 
ling the use of potentially toxic substances or processes in the prepara- 
tion of various kinds of consumer products. It is necessary to draw 
a distinction between acute toxicity (acute poisoning which can be 
defined as the development of ill-effects within a matter of hours or 
days of exposure to a particular agent) and chronic toxicity (which 
can be defined as the development of ill-effects after months or years 
of exposure to a noxious agent). 

It is a comparatively easy matter to detect whether a substance 
would produce acute toxic effects; it is much more difficult to decide 
whether a substance would be likely to produce chronic effects. It is 
with this latter possibility that we have been particularly concerned. 
The first requirement is a knowledge of the substances which are being 
used in the production, manufacture and processing of food and other 
consumer goods. The second is that there should be machinery for 
enabling the departments which have a responsibility for protecting 
the public against possible risks in this field to discuss problems of 
common interest and to formulate scientific advice on those problems. 

It should be made clear at the outset that the state of medical 
knowledge at the present time in the field of chronic toxicity is not 
sufficient to permit the framing of precise recommendations to cover 
this subject in its entirety. Much further information is needed and 
extensive research in this field needs to be promoted. While the extent 
of the danger is uncertain, we nevertheless believe it to be small. The 


steps we are recommending recognize its existence and are designed to 


minimize it. 
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In our Third Annual Report we explained that we had appointed 
an expert Committee on Toxic Substances in Consumer Goods, to 
examine this subject, that the Committee had submitted recommenda- 
tions to the Council, and that these were being examined by the Medi- 
cal Research Council and the Government Departments concerned. 

Our Committee recommended that the departments, by methods 
best suited to their needs and to their experience with industry, should 
obtain information from manufacturers about possibly noxious sub 
stances or processes which they might contemplate using; that manu 
facturers should submit evidence to the departments that new 
substances or proposed new uses for substances did not involve risks 
of acute toxicity ; that a central advisory organization should be set up 
to advise departments as to the potential dangers of the substances; 
that the Medical Research Council should be asked whether their 
facilities could be made available for investigating potentially toxic 
substances; and that arrangements should be made for interchanging 
information with the American authorities, whose concern about the 
possible effects of some of these substances on human beings has led 
to a public enquiry by a Select Committee of the House of Representatives. 

The administrative and legal implications of our Committee's 
report were examined by the executive departments and they advised 
that a standing interdepartmental committee should be appointed with 
the function of “screening” requests for advice, received from depart 
ments, and that the expert advice of the Medical Research Council 
should be available to the interdepartmental committee. The depart 
ments felt that new legislation need not be introduced (apart from 
certain amendments to the Food and Drugs Act, 1938, which the Min 
istry of Food have in mind). They preferred to obtain information 
about substances and processes, and to control the use of substances 
shown by medical evidence to be harmful to health, by a system of 
voluntary collaboration with the manufacturing industries, at least 
during an experimental period. Meantime, the manufacturer or proc 
essor of consumer goods which are potentially dangerous to health has 
a duty under the common law to take reasonable steps to protect the 
consumer from injury, for example, by displaying a warning notice 
on the package or container. The Food and Drugs Act, 1938, imposes 
responsibilities upon food manufacturers and distributors for the fit- 
ness for consumption of food they produce or sell, but the difficulty 
is that if there are any substances which produce only chronic effects 
the resultant illness might not be traced to a particular food or othe 
product. 
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The Medical Research Council agreed that potential dangers arise 
from the use of insecticides and pesticides; they felt that the possible 
dangers from novel substances in food, food processing agents and 
food contaminants should be kept under continuous observation, and 
advised that no new measures were at present required to control 
dangers from medicines and other consumer goods. They outlined a 
scheme to expand their present activities in providing information and 
research on toxic substances, but they stressed that any material ex- 
pansion of their present plans in this field would necessitate the provi- 
sion of adequate financial support. They welcomed the proposal for 
an interdepartmental “screening” committee, but they reserved the 
right to decide whether or not any specific investigation was prac- 
ticable. They supported the view that manufacturers should satisfy 
themselves that substances were not acutely toxic before using them 
in consumer goods and suggested that manufacturers should be en- 
couraged to establish an industrial toxicological laboratory service. 

We have considered the views and recommendations of the Com- 
mittee on Toxic Substances in Consumer Goods, of the Medical Re- 
search Council and of the Government departments concerned and we 
have advised: 

(1) That the risk to life and health due to the presence of toxic 
substances in consumer goods is probably small, but the rapid growth 
of the chemical industry, and the needs of the food-processing indus- 
tries for substitutes to replace scarce materials or for chemical sub- 
stances which have a claim to use on their own merits as improvers 
of the appearance, palatability or texture of manufactured foods, are 
accelerating the pace at which new chemical substances are being 
introduced into consumer products, and the machinery which exists 
for testing the possible harmful effects of these substances is inadequate. 

(2) That, in accordance with the recommendation of the Com- 
mittee on Toxic Substances in Consumer Goods adequate and fully 
effective arrangements should be made for the acquisition by depart- 
ments of information about possibly noxious substances or processes 
which industry may contemplate using, before these are allowed to 
find their way into the composition or treatment of the articles con- 
cerned, and that it is proper for the departments to decide on the 
method of obtaining information which is best suited to their needs 
and to their experience of dealing with industry. We are in agree- 
ment with the view expressed by departments that new legislation need 


not be introduced at present, and we recommend that the problem 
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should be brought to the attention of manufacturers and that they 
should be informed that they are expected to take all reasonable care 
to ensure that no new substances should be offered for sale if toxic 
effects are suspected. 

(3) That a standing committee consisting of representatives of 
the departments mainly concerned should be set up in order that there 
may be a central organization to which Government departments may 
turn for advice. 

(4) That the Medical Research Council should retain the general 
responsibility of keeping the whole problem of toxic substances under 
review, and of initiating research; and that they should receive ade- 
quate financial provision to allow any necessary expansion of their 
present program of work in this field, including the development of 
information services. 

(5) That information over the whole field of toxic substances 
should be interchanged with the appropriate authorities in other coun- 
tries and particularly with the Food and Drug Administration and 
other Government agencies in the U. S. A. 

Large industrial concerns possess facilities which enable them to 
undertake tests for acute toxicity but few smaller firms have such 
facilities. It may be in the interests of public health and of industry 
to establish a central toxicological laboratory; and we think it would 
be appropriate for the cost to be borne by industry either through 
subscriptions or out of fees paid by the trade associations. This sug 
gestion does not relate to the question of chronic effects which may 
result from frequent contact with the substances which are now being 
used in food and other articles. 

Following upon the work of the Committee on Toxic Substances 
in Consumer Goods, the Ministry of Agriculture and Fisheries was 
asked to enquire into the safety of workers engaged in the agricul 
tural use of toxic substances and to review the recommendations on 
this subject which were contained in the Report of the Gowers Com- 
mittee on Health, Safety and Welfare in Non-Industrial Employment. 
As the Advisory Council had been concerning itself with the wider 
aspect of this subject over the past year, we were approached by the 
Minister of Agriculture and Fisheries and asked to help in their in- 
vestigations. You approved the appointment of Professor Zuckerman 
as Chairman of a Working Party which the Minister convened. The 
first report of this Working Party has already been published (S. O 
Code No. 24—190). 
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- a field that involves a subject of such world-wide importance 
as the supply and distribution of food, anything that can be done 
to facilitate its exchange, either in a raw or processed state, becomes 
of significant importance. 

To the extent that the exchange of foodstuffs is, in any way, 
i 


7 
egal 


hampered or restricted by needless differences in our require 
ments, the elimination of such differences becomes of more than 
ordinary importance to the persons immediately affected. It takes on 
a major importance in promoting a healthier state of international trade. 

While the subject of uniformity in the food law may seem far 
distant from the importance that food plays in world affairs, a moment's 
reflection will indicate that this is not so. The importance of food in 
world affairs needs no elaboration. Indeed, the course of destiny 
today, as always, hinges upon food and famine. Just as the germs of 
disease multiply where people are undernourished, so also does hunger 
make a fertile breeding ground for the disease of international mis- 
understanding and hatred. 

Therefore, in meeting this problem of food supply and distribu 
tion, many challenges are offered. The scientist must discover ways 
to make one acre do the work of two; the chemist must find new uses 
for waste or by-products, as well as discover new products; and the 
industrialist faces a challenge in maintaining healthy international 
trade. In meeting this great problem there is, nevertheless, a small 
but important part for lawyers. It is this part that lawyers can play 


and how they can play it best that I propose to discuss. 
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The need for uniformity in the food law has been raised on many 
occasions. It has been brought before this group at the two previous 
meetings of the American Bar Association and both government and 
industry have pledged cooperation in its achievement. 

Up to the present time, and quite properly so, attention has been 
focussed on the attainment of uniformity as an ideal. Having now 
reached a measure of agreement as to the desirability of that ideal, it 
becomes essential that we examine practical aspects involved in it. 

As one of the earliest proponents for uniformity, I confess to a 
special feeling of responsibility in trying to reduce the problem to one 
of practical accomplishment. If I can make some suggestions as to 
how lawyers as a group may assist in its solution, I shall feel I have 
partially met that responsibility. 

Textual uniformity in our respective laws cannot, of course, be 
expected. Indeed, it would be unrealistic to visualize uniformity in the 
text of our laws, however uniform their purpose may be. Fortunately, 
the textual differences which do exist relate to administration and 
enforcement and to a variety of domestic matters not involved in the 
problem of practical uniformity. 

The field in which troublesome differences do exist is a field 
which is dealt with by regulations administratively made, but having 
the sanction of law. It is in the definition of the constituents of a 
food, the information to be disclosed or not to be disclosed on a label, 
and the requirements respecting the size and contents of containers 
that troublesome and frequently needless differences arise. It is here 
that there is need for some international legal denominator. 


Unfortunately, the differences which do exist are not mere dif- 


ferences of language or of drafting technique, but frequently rest upon 
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a difference of philosophy and of custom, as well as upon economic 
factors. While these differences all have legal aspects, their elimina- 
tion or at least the realization of a reasonable measure of conformity 
involves many things that are outside the legitimate concern or scope 
of the lawyer. 

If this is so, and the problem is so complex, one may ask: Where 
can lawyers assist in its solution? To this I would say that they can 
assist in its solution only if the limitations and restrictions necessarily 
imposed in the administration of a field embracing science and com- 
merce are understood and accepted. 

Everyone who is here today or who may subsequently read the 
report of these proceedings has a direct and particular interest in the 
food and drug law. Until the establishment of this section in your 
association, however, it would be correct to say that there never has 
been a collective approach to the problem nor any sustained interest 
in it by an informed legal group. 

Until now, differences in the legal requirements of various countries 
would undoubtedly be viewed as individual problems, and of concern 
only to the particular importer and the country concerned. In other 
words, the importation into Canada of a food from the United States 
would not be viewed as a subject of international concern but rather 
as one involving only the American exporter and the Canadian Adminis- 
tration. This has inevitably led to an ad hoc consideration of differences 


in our laws. 


General Consideration of Problems 

With the activities of this group and of comparable groups in 
other countries it should now be possible to change the ad hoc con- 
sideration of problems to one of general consideration as part of a 
common desire. The collective interest in it by legal specialists is a 
useful thing and of itself will bring into focus areas where differences 
do exist. 

I do not wish to suggest that the elimination of differences in our 
legal requirements would take care of all problems involved in interna- 
tional trade, because, in addition to these, there are currency restric- 
tions, and export and import control orders, to mention only a few. 
These, of themselves, sufficiently complicate the situation without 
having added to them other needless differences. 


Many of our respective differences have, like Topsy, “simply 
growed up.” They do not rest upon a completely rational basis and 
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frequently do not involve any economic or other significant factors. 
Other differences, of course, rest upon a difference of approach, custom 
and practice, as well as upon economic factors. 


Answer in Cooperation 

I would venture to say, however, that an examination of various 
differences which exist and which have created some difficulty, either 
substantial or perhaps merely irritating, will show that many of these 
could easily be resolved through some cooperative effort. 

Information from industry—importers as well as exporters—and 
from others who experienced difficulty due to differences would be 
most illuminating. Having made some inquiries of this kind myself, 
I know that some of the differences involve considerations which for 
practical reasons will not easily be changed. This possibly embraces 
the most difficult group because in resolving economic or protective 
factors to a common denominator, someone will be obliged to concede 
part of a present advantage. 

Other differences will be found to rest upon technical or scientific 
grounds which make uniformity a matter for the chemist, the nutritionist 
or the scientist, rather than for the lawyer. Vitamins provide a case 
in point where there are substantial differences, some of which are due 
to differences of scientific opinion. 

Other differences, however, will be found not to rest upon any 
fundamental basis, and intelligent reconsideration of their necessity 
should reduce them without difficulty. 


Suggestion for Examining Group 

Irrespective of the category into which the differences may fall, 
a useful purpose will nevertheless have been served in focussing atten 
tion upon them. An ideal group, of course, to be charged with the 
examination of differences would be one in which all interested parties 
are represented. Eventually this might come about, but the attention 
of a legal group primarily interested in the food law would be a most 
excellent beginning. With attention so given, the degree of uniformity 
that can be achieved in the first group and the third group will be in 
exact ratio to the desire of those responsible for and concerned with 
the difference to achieve it. 


The expression “those responsible for and concerned with” does 


not include only administrative officials. It would be a happy situa- 
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tion if it did. If the elimination of differences in our respective require- 
ments needed only agreement on the part of Mr. Crawford, Mr. Adams 
of the British Ministry and Dr. Morrell of the Canadian Administra- 
tion, the problem would indeed be simple. 

Unfortunately, the differences have implications and ramifications 
which extend far outside the authority or administrative discretion of 
these officers. That is why I say that the measure of success that can 
be enjoyed depends upon the willingness of all concerned to achieve it. 
Uniformity is not necessarily synonymous with conformity. Unt 
formity involves a willingness to accept another's point of view, while 
conformity may involve the exact opposite. If more than lip service 
is to be paid to uniformity, it, like peace, must be accepted as every 


one’s responsibility and not only a responsibility of the administrator. 


Returning to the part that lawvers can and might be expected to 
play in this important matter of uniformity, might I make two suggestions. 


} 


I have mentioned how illuminating an examination of existing 


differences might prove. 


Possible Solution 
I would therefor propose that a representative subcommittee be desig 
nated to seek out, from every available source, details of differences that 


have affected the import or export of food. 


Information should be obtained as to the reason for the differences, 
irrespective of what law is involved. From time to time, the com- 
mittee should make the result of its inquiries available to a central 
committee. The committee should then select for appropriate action 
such of the matters as might seem to be capable of solution. This 
would involve the sorting out as between groups and industries the 
differences involved and some discussion with the interested group 
or industry as to the possible elimination of the difference. 

This is a project of a continuing nature and its importance and 
its success can be measured only in terms of the information to be 
made available, the use to which such information is to be put, and 
the desire and willingness of the group or industry concerned to work 
towards a common denominator. 


The other suggestion that I would make is the immediate selec 
tion at this meeting of a particular subject where differences do exist. 


An appropriate subcommittee might be charged with making a special 
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study of that subject and required to recommend how uniformity can 
best be attained, as well as what might be an acceptable measure 
of uniformity. 

Many areas are available for selection. With deference, however, 
I would urge that a successful first project is of great importance in 
sustaining interest in the work and, therefore, we should take a subject 
which gives reasonable promise of ready solution. I think it would 
be unfortunate if a subject were selected that involves technical or 
scientific differences or differences which involve the protection of an 
industry. The gratuitous interest of a legal group in such a subject 
might well be misunderstood or perhaps resented. This would indeed 
be unfortunate because the subject of uniformity is one which involves 
the best principles of our profession. Its ultimate influence may be 
far-reaching but, from everyone’s point of view would in any event 


be most worthwhile. 


Suggestions of Practical Merit 

I do apologize for making suggestions which are so elementary, 
but I think it essential that a practical start be made. As someone 
once said, “which is better, to light a small candle or to curse the 
darkness ?” 

What I have suggested, therefore, I hope will be found to have 
practical merit. On behalf of our Canadian Administration I can 
assure you of a very great desire to participate in the work and to 
contribute to the best of our abilities in the solution of the problem 
I have outlined. 

In conclusion may I, on behalf of our Canadian Administration, 
express our appreciation to Dr. Dunbar for the ready and willing help 
he was at all times prepared to give, for his cooperation in making our 
respective laws function smoothly and for his work on what in fact 
has become an international team. To Commissioner Crawford may 
I also say how much our officials look forward to a continuation of 
their association with him in his important post. [The End] 


oHAza 














Ordinary English 


but Not Ordinary Jam 


By H. THOMAS AUSTERN 


This Address Was Delivered at the Third Annual Meeting of the Division of 
Food, Drug and Cosmetic Law of the Section of Corporation, Banking and 
Business Law, American Bar Association, New York City, September 19 


OT the least interesting thing about the /am case is its philology. 
N Congress, Mr. Justice Frankfurter tells us, “did not trust to the 
colloquial or the dictionary meaning of misbranding.” Instead, it 
wrote “its own glossary of the term.” Yet legislative lexicography was 
not too profound, for the Justice concludes that “Congress did not give 
an esoteric meaning to ‘imitation’. It left it to the understanding of 
ordinary English speech.” * 

It is, of course, no secret to this audience that food law has a 
vocabulary all its own. Other fields admittedly have their polar terms 
and propaganda symbols.? But if one excludes the patent practice, 
there are few areas outside Federal Food, Drug and Cosmetic Act 


litigation where “ordinary English speech” is as infrequently employed. 


1 Sixty-two Cases v. U. 8., CCH FOOD cent controversy involving fishing rights in 
DRUG COSMETIC LAW REPORTS 1 7162, Alaska tidewaters, one lengthy brief re- 
No. 363, Oct. Term, 1950. The quotations ferred only to ‘‘submerged lands,"’ and the 
are from the original Slip Sheet Opinion, opposing document only to ‘‘ocean waters."’ 
pp. 4, 7. In the official report the words As Mr. Justice Holmes observed: ‘‘A word 

glossary of the term’’ were deleted. (340 is not a crystal, transparent and un- 
U. S. at p. 596.) Judicial interest in the changed; it is the skin of a living thought 
language and grammar of the Act is not and may vary greatly in color and content 
confined to the Supreme Court. “In Sec- according to the circumstances and the 
tion 402 (b) (4) we think Congress has time in which it is used.’" Towne v. Eisner, 
employed a very brief text, informally 245 U. S. 418, 425 (1918). For the same art 
phrased in non-technical language.”’ practiced elsewhere, see Doob, Public Opin 
Hastie. J.. in United States v. Eighty- ion and Propaganda (New York, 1948), Chs. 
eight Cases, CCH FOOD DRUG COSMETIC 11-14; Chase, The Tyranny of Words (New 
LAW REPORTS { 7199, 187 F. (2d) 967, York, 1938); Arnold, The Folklore of Cap- 


970 (CA-3, 1951). italism, Ch. 7 (1937). In some aspects, 
*For example, ‘“‘tax evasion’’ v. ‘‘tax even “‘imitation’’ can mean the following 
avoidance’’; ‘‘due process’’; ‘‘unfair’’ and of a worthy pattern. C/. Imitatio Christi 


predatory’’ trade practices; ‘meeting (circa 1424). 
competition in good faith,’’ etc. In a re- 


909 
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All of us, I suspect, are guilty—either intentionally or instinc- 


tively. To the FDA lawyer and administrative group, a food is seldom 
simply “poor” or “unacceptable.” Instead, it is “debased,” “defiled,” 


“deleterious,” “cheapened,” “noxious,” “toxic,” and always, as a clincher, 


“wholly unfit for human consumption.” To the defending lawyer and 
his enthusiastic client, the product is never merely “good” or “accept- 
‘nutritious,’ “beneficial” if not “bene 


able.” Rather it is “wholesome,’ 


ficient,” “highly palatable,” “delicious” and even “delectable,” and 
always “well received and demanded by consumers.” Here hyperbole 
seems routine. 

Yet if, as we are now authoritatively told, to Congress the dubious 


dichotomy between “purports to be” and “‘is repre sented as’”’ was only 


simple and ordinary English, it seems a 


nary amount of gloss.* In addition, unless Congress rewrites its 


bout to develop an extraordi 


Section 403 dictionary, there will probably be more litigation about 
these semantics. 

It therefore seems essential at the outset to delineate what the 
Jam case did not decide. This is all the more important because som« 
believe that the government may have argued and hazarded mort 
than was involved or considered by the Court. Much of the Act was 
mooted where but one subsection was concerned. Ordinarily, the 
private practitioner is reluctant to suggest publicly that a Supreme 
Court decision may not be conclusive on any point—when with good 
fortune and a providing client he may in the future be urging that it 
was. Nor is the paradox lessened by Commissioner Crawford reading 
his administrative barometer to find the FDA helpless in a low-pres- 
sure area into which will soon swirl a vortex of debased, palpably poor, 
inherently fraudulent or—in the “ordinary English” of many—‘lousy 


for d pre ducts.” 








> Apart from today’s session, see Wil- NAL 327 (1951). The earlier discussions 
liams, ““The Jam Decision—An Analysis,’’ of the case are there summarized 
6 FOOD DRUG COSMETIC LAW JOUR- 
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In the first place, the Jam case did not touch the authority to seize 
or prosecute at the levet of actual sale any imitation or other product 
“offered for sale under the name of another food” in violation of Sec- 
tion 403 (b). The Miller Amendment permits seizure after movement 
in interstate commerce and “while held for sale (whether or not the 
first sale).” * 

None of the grocers who delivered the imitation when asked for 
the genuine product, and none of those who served the imitation as 
the real thing was exempted by the decision. True, this was not the 
main thrust of the libel in the Jam case.° Despite the federal Oleo- 
margarine Act, many doubt the political wisdom or efficacy of the 
federal enforcement arm in these local reaches. But the point remains 
that where necessary, it can encompass the local act after interstate 
shipment. 

Second, it cannot be seriously contended that, apart from subsec- 
tions (g) and (h), an imitation food escapes the remainder of Section 
403.6 Subsection (j) still offers important safeguards. The regula- 
tory requirement under subsection (i)—that ingredients be specified 
in the order of prominence—precludes gross forms of misrepresenta- 
tion to those who trouble to read food product labels.*. Paramountly, 
the ordinance of subsection (a) that no label may be “false or mis- 
leading in any particular” is untouched and, combined with subsection 


‘ 


(f), permits close policing of everything else, besides the term “imita- 


tion,” that may appear on the label. 


No Interpretation of Section 402 in Jam Case 


Nor did the Jam case interpret Section 402, the prohibition of both 
deleterious and economic adulteration. No one has suggested that 
an imitation fares in any way better than or different from other products 





*Act of June 24, 1948, 62 Stat. 582, 21 taurant came from the same lot as those 
USC Sec. 334 (a). seized in the hands of the wholesaler 
>The government did argue that seizure (brief, pp. 7, 25), this point also appears 
when and as sold to the retail dealer was not to have been decided. See U. 8S. v 


“in fact, of course, the only point at which Ninety-nine Cases, 89 F. Supp. 992 (DC 
the adulteration or misbranding can be Tenn., 1948) 
halted’’ (brief, p. 26), but this appears to ®*On this point of severability of the 


have been a pragmatic and not a legal various subsections of Section 403, the gov- 
position. Williams also points out that ernment’s brief was persuasive and the 
if it were proved that the goods seized had Court did not discuss the issue which it 
in fact been sold by retailers in response apparently did not deem conclusive on its 
to orders for jam, a charge of “‘represented view of the apparent conflict between (c) 
as’’ in violation of Section 403 (g) would and (g). (See Government Brief, pp. 58 
stand. Williams, work cited, footnote 3, and following.) 

at p. 335 Despite the suggestion in the 7 See Sec. 1.10 (d), S. R. A., F. D. C. 1, 
record that the goods passed off in a res- Rev. 3. 
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under subsection (a) as to contamination, filth or decomposition. In 
the end, the area of apprehension seems to lie wholly within Section 
402 (b), which was not dealt with, and its analogue, Section 403 (g), 
which was limited. 


Quaker Oats Case 

Many hands have dealt with the relationship between these two 
sections. The Quaker Oats case made it clear that Section 403 (g) 
had a purpose beyond the yardstick of economic adulteration which 
a standard of identity under Section 401 provides for the enforcement 
of Section 402 (b). But this is not the same as saying that even a 
properly labeled imitation food—which under the Jam case escapes 
Section 403 (g) 
tion 402 (b).° 

Let me illustrate: Watered tomato juice is an adulterated product 
under Section 402 (b).2°. A can labeled “imitation tomato juice,” con- 
taining 95 per cent tap water, 5 per cent tomato juice and some color- 
(And it never 


cannot in any circumstances be reached under Sec- 


ing, might under the Jam case elude Section 403 (g).™ 
must be forgotten that this product is subject to seizure under Section 
403 (b) if it is ever palmed off as real tomato juice.) The remaining 
question is whether the Jam case puts it wholly beyond the reach of 
Section 402 (b). 

“Tf the law supposes that,” says Mr. Bumble in Oliver Twist, “the 
law is a ass—a idiot.” I do not think that it is in this instance.’? There 
are limits to the concept of an imitation. There is, I believe, a line 
at which a food product so labeled ceases to be even an inferior sub 
stitute and becomes a plain fraud reachable under Section 402 (b).’ 


of the Act and Section 1.10 (d) (2) of the 


8’ The earlier cases and discussions are 


collected in Austern, ‘‘The Formulation of Regulations. Whether a product so labeled 
Mandatory Food Standards,’’ 2 FOOD could in fact be successfully marketed is 
DRUG COSMETIC LAW QUARTERLY doubtful. The example postulated neces- 


sarily is no different from the jam in the 
Jam case had the percentage of fruit 


53z (1947). For a recent setting-aside and 
remand of a food-standard regulation, see 


Cream Wipt Food Products Company v. dropped to a 5 per cent level and an insig- 
Administrator, CCH FOOD DRUG COS- nificant quantity of sugar been employed 
METIC LAW REPORTS {f 7198, 187 F. 122 While Mr. Bumble was adverting to 


the legal supposition that a wife always 


(2d) 789 (CA-3, 1951). 

® By analogy—as already noted—the imi- 
tation must still run the gamut of Section 
403 other than subsections (g) and (h). 
Thus, if an imitation may still be mis- 
branded, it may also still be adulterated. 
This is clear as to Section 402 (a); and 


as to Section 402 (b), the problem is one 
of degree, as later developed in the text. 
~U. 8. wv. 
(CA-10, 1950). 
11 Specification of ingredient percentages 
could be required under Section 403 (i) 


716 Cases, 179 F. (2d) 174 


acts under the direction of her husband, 
the remainder of his remarks are not 
wholly inapposite to the present problem: 
“If that’s the eye of the law, the law's 
a bachelor: and the worst I wish the law 
is, that his eve may be opened by expe- 
rience.’’ Dickens, Oliver Twist, Ch. 51. 
1%] am not unmindful of past history or 
the logical hurdle of the ‘‘adulterated’’ 
food being made to serve as its own stand- 
ard. Certainly, plain colored water of- 
fered as imitation tomato juice is reachable 
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I find nothing in the Jam case to preclude this view. The Court 
was zealous in not referring to Section 402. It sought to make it clear 
that Section 403 did not deal with “misbranding in its crude manifesta- 
tions.” ** Nothing that was said seems to prevent the application of 
Section 402 (b) to a palpable fraud—which is no food at all.*® 

Moreover, I find support for this view in the recent Bireley case, 
which is also viewed with alarm.**® Here, on an unstandardized food, 
Judge Hastie had as a comparison under Section 402 (b) only what 
Walter Campbell once called a common law concept. In developing 
a yardstick for the application of Section 402—absent any standard 
and any application of the /am case—to determine when the food has 
been so manipulated as to “make it appear better or of greater value 
than it is,” the Third Circuit suggested: 


The correct standard was the reaction of the ordinary consumer under such 


circumstances as attend retail distribution of this product. . .. all customary 
circumstances of retail acquisition and consumption are relevant. (187 F. (2d) 
at 971.) 


Imitation Still ‘‘Food’’ 


An imitation is still a “food” which must run the gamut of this 
rule under Section 402, subject undoubtedly to cruder tests than 
afforded by a standard of identity, as to fraudulently inflated “value” 
or concealed “inferiority.” 

I grant that both the Jam case and the Bireley case" reflect some 
erosion of the concept that standards and regulatory action may be 
grounded on the notion that in buying food people do not read labels."* 


(Footnete 13 continued) 17 Judge Hastie specifically rejected the 


under Section 402 (b). Its value is zero, classical statement, taken from U. 8. v. 
and it has been made to appear of greater Sixty-two Packages, 48 F. Supp. 878, 887 
value. Put another way, “‘inferiority’’ (DC Wis., 1943), that the Act as a whole 
constituting obvious fraud cannot be ‘‘con- is designed ‘‘to protect the public, the vast 
cealed’’ under an imitation label. The multitude which includes the ignorant, the 
line is far short of the Jam case proof, unthinking, and the credulous who, when 
but, as suggested below, probably would making a purchase, do not stop to analyze.’"’ 
encompass the Pop’n Oil and Poppy Seed 1%8'To this extent, the writer’s own earlier 
facts if presented under imitation labels. observations warrant qualification. See 

14 340 U. S. at 596. Austern, ‘‘The Formulation of Mandatory 


% In the original Slip Sheet Opinion the Food Standards,’” 2 FOOD DRUG COS- 
Court observed, at p. 3: ‘‘But there is no METIC LAW QUARTERLY 532, 541 (1947): 
suggestion of palming off.'’ In the printed Austern, ‘“‘Section 403 (g) Revisited,”’ 6 
volume, this was later modified to read: FOOD DRUG COSMETIC LAW JOURNAL 
“But there is no suggestion of misrepre- 181, 185 (1951). There can be no doubt 
sentation.’’ (340 U. S. at 595.) that in the Jam case, the Supreme Court 

*%U, §. v. Bighty-eight Cases, cited at has in effect emphasized a phrase of Mr. 
footnote 1. In the Jam case, the Supreme Justice Stone's opinion in the Quaker Oats 
Court did not, it must be noted, cite or case, that Congress substituted ‘‘for in- 
discuss either the Pop’n Oil (164 F. (2d) formative labeling, standards of identity of 
250 (CCA-5, 1947)) or Poppy Seed (147 F. a food, sold under a common or usual 
(2d) 123 (CCA-6, 1945)) cases, even though name, so as to give to consumers who pur- 
the government relied heavily upon them. chase it under that name assurance that 
(Brief, pp. 19-23.) they will get what they may reasonably 

expect to receive.’’ (318 U. S. at 232.) 
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Clearly, Mr. Justice Frankfurter has to some extent merged “repre- 
sented as” and “purports to be.” An imitation, he says, “candidly and 
flagrantly” so labeled both “purports and is represented to be only 
what it is—an imitation.” ?° In short, complete physical simulation can, 
under Sections 403 (c) and (g), be cured by labeling as an imitation. 
This certainly presupposes that labels are read. 





Moreover, as a matter of analysis, the concept of one food “pur- 
porting to be” another must mean something more than physical 
simulation. Enriched flour certainly looks and tastes like plain flour 
—vegetable shortening is indistinguishable in appearance from lard. 
The real test appears to be that of evaluating all of the circumstances 
of retail distribution—including labeling. 


“Degree” As Factor 

Whatever may have been the record deficiencies in the Jam case, 
it decided on the facts there presented that a 25 per cent fruit product 
labeled “imitation,” and not conforming to the standard, was in the 
hands of the distributor immune from Section 403 (g). But, as I have 
suggested, this does not mean that any food product labeled “imita- 
tion” escapes Section 402 (b). Admittedly, we are dealing with ques- 
tions of degree. Prior to the Jam case, the government believed it 
could under Section 403 (g) measure many, if not most, imitations 
against the specific yardstick of a standard of identity—and do so at 
any stage of distribution. This it can no longer do, except at the point 
where passing off actually begins. At earlier levels of distribution, it 
must resort to Section 402 (b). There is no exact standard—no auto- 
matic barring of imitation foods from the channels of interstate com- 
merce. Instead, there is a legal twilight zone within which an imitation 
product is lawful. I question whether it is as broad as some suggest— 
or so dark as to confound the consumer in many cases. 

As I understand the government’s basic objective, it concerns 
those products which, however labeled, are intrinsically vehicles for 
fraud. Put another way, in the light of the intended, and in most 
instances expected, eventual local use, even the most accurate labeling 
is beside the point.*° 





1%” Continuing, he adds: ‘It does not may have in mind creating an opportunity 
purport nor represent to be what it is not for a restaurateur, the proprietor of a 
—the Administrator’s genuine ‘jam’.’’ (340 boarding house, or the operator of a log- 
U.S. at 600.) ging camp to pass off the different product 

” As earlier put: ‘‘It is this apprehension on his unsuspecting patrons or employees. 
which leads to the idea of things being Even if he hasn't, he is hanged by the 
inherently deceptive: The assumption that possibility.”’ Austern, footnote 18, at p. 
a manufacturer who departs from a pre- 188. There are other federal statutes 
scribed composition in an identity standard where an obvious purpose in beginning 
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There is nothing new in this idea. Bred Spred, which escaped 
through the distinctive-name proviso, is a classic example. Peruna 
was, I am told, labeled as a tonic rather than an alcoholic beverage. 

It is no conclusive answer to argue that what is here aimed at 
is local fraud—that where in retailing or restaurant service the inter- 
state package is broken, any standardized food can often be debased 
or palmed off for another," and a substandard product be publicly 
served without the crepe label riding the plate. Indeed, many have 
highly reserved opinions about the enforceability of parts of the fed- 
eral Oleomargarine Act. The contention is that some of these cheap- 
ened foods invite these ultimate frauds, that the food-standard provisions 
were designed to have this reach, and that they should, in order to 
protect both the consumer and the honest manufacturer. 


Hypothetical Foods Considered 


Yet I cannot believe that had Pop’n Oil been labeled Jmitation 
Melted Butter, it would have escaped; and had the white poppy seeds 
been labeled Jmitation Black Poppy Seeds they would have been ex- 
onerated. Of course, the resulting rule is not as sweeping or as easy 
as that sought by the government in the Jam case. Nor is it black 


and white—no technique of control in this area can be.** Let me leave 





with you for consideration four hypothetical products: 

(1) An Imitation Peanut Oil, composed of only mineral oil, yellow 
color, and peanut flavor. 

(2) An Imitation Fruit Cocktail, containing the five specified fruits, 
plus watermelon rind and almonds. 


(3) An Imitation Catsup, made from red beets, spices and water. 








(4) Joe’s Juicy Drink, a bottled noncarbonated concoction of a 
little each of grape juice, prune juice and papaya juice, and much 
(Footnote 20 continued) 22 Where an imitation food, simulating a 
interstate transit controls illegality. Cf. standardized food, is not an economic 
Camenetti v. U. S., 242 U. S. 470 (1917); fraud under Section 402, the effect of ‘‘imi- 
Cleveland v. U. 8., 329 U. S. 14 (1946). tation’’ labeling vis-a-vis Section 403 (g) 


71 The -testimony in the Cream Cheese is not unlike the use of the Substandard 
hearings included many witnesses who re- Legend under Section 403 (h). In both 
ported that the low-fat cheese (later sepa- cases the consumer and the competing 
rately standardized as Neufchatel) was manufacturer are relegated to the label for 
sold from bulk packages or served at their protection. Query: Would detailed 
lunch counters as cream cheese. Yet, as labeling specifications for imitation prod- 
Mr. Williams has insisted, this is still pos- ucts, comparable to those specified for sub- 
sible despite the separate standard and standard, be valid? 
labeling. See Williams, work cited at foot- 
note 3, at pp. 331-333. 
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water—resembling, and certainly tasting like, no one of the three 
fruit juices in undiluted form. 

Assuming complete label specification of ingredients, are each of 
these to be considered alike under Section 402 (b)? Does the fact 
that fruit cocktail and catsup are standardized, and peanut oil is not, 
change the legal treatment? Is one a legitimate imitation food and 
another not? Are they equally susceptible to a charge of being eco- 
nomic frauds upon consumers under Section 402? 


If I am right in my view that the floodgates have not been opened 
for palpable economic frauds upon consumers—that the issue is one 
of degree within the semantics of adulteration under Section 402 (b) 

the remaining question is whether those products which may under 
the Jam case qualify as imitations of a standardized food ought never- 
theless to be prohibited because of their competitive effect. This 
policy area is reserved for Messrs. Dunn and Austin. 

Nevertheless, two legal implications have at least residual value. 
The first is that under the Act the line protecting the consumer and 
the line protecting the competitive position of food manufacturers do 
not necessarily coincide. Honesty and fair dealing in the interest of 
What helps the consumer undoubt- 
But 


consumers is the statutory target. 


edly aids the honest manufacturer. the converse may not be 


always true, and competition still remains. Many believe that it is 
an equally important and potent force in the satisfaction of consumer 


needs—and equally effective in precluding the successful marketing 


22 


of inferior imitation foods.?* 


Imitation Label a Drawback 


An imitation label is not an attractive merchandising technique, 
nor as Judge Hastie has remarked, are all of the public “savant or 
dolt.” ** There are many food manufacturers who do not fear imitation 
products and would prefer to meet them in the market place without 
the umbrella of a protective federal prohibition. 








The possible economic implications of 
the Jam case are currently being studied 
by the canning industry for consideration 
at an October meeting. In a speech earlier 
this year, a reputable and successful proc- 
essor observed: ‘‘ ‘Honesty and fair deal- 
ing’ is [as much] a direct natural result 


of free competition among producers seek- 


ing consumer patronage. The fact that we 
have so much ‘honesty and fair dealing’ is 
because it is a required ingredient in suc- 
cessful consumer-producer relationships.’’ 
Howard T. Cumming, The Quality and 
Utility of Consumer Goods (address at 
New York University, April 2, 1951). 
24187 F. (2d) 971. 
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Remembering that we are not dealing with public health or 
safety but with the potential palming off of low values, the aphorism 
of Abraham Lincoln about fooling the public may still have force. As 
to quality and value in food, the remark of Samuel Johnson about 
people may well be applicable to the attempted marketing of imitation 
foods: “Almost all absurdity of conduct arises from the imitation of 


those whom we cannot resemble.” 


Consideration of Entire Food Program 


But even more important should be the consideration that tighten- 
ing the straitjacket of the effect of a food standard may in turn 
impede and forestall the entire program. Restiveness continues about 
the asserted restrictions of standards of identity.2° The persistent 
problem of providing “a home” for a deviation that has achieved a 
modest consumer acceptance still plagues the process of standardiza- 
tion. If the export outlet is to be foreclosed to the products which 
deviate *°—if they have no market room as inferior imitations, but 
must be destroyed—resistance and outright opposition to promulgat- 
ing additional standards may increase. 

To those who think standardization is desirable for the consumer 

that she may know and at the least rely upon the integrity of the 
product when sold under the prescribed common or usual name—these 
results would not be welcome. Not infrequently the house is burned 
down in a zealous effort to eliminate a few rodents that can be caught 


and destroyed in other ways. [The End] 


*> Campare the discussions at the annual *% See H. R. 562, S8lst Cong., ist Sess. 


meeting of the Section on Food and Drug (1949), and Hearings Thereon Before a 
Law of the New York State Bar Associa- Subcommittee of the House Committee on 
tion, January, 1951, reported in 6 FOOD Interstate and Foreign Commerce, April 12 
DRUG COSMETIC LAW JOURNAL 167-224 and 28, and May 2, 1949 

(1951). 





By ROBERT W. AUSTIN 








The Jam Standard 








J. OR a five-year period, 1933 to 1938, I was associated with Breed, 
Abbott & Morgan and was privileged to work for Dana T. Ackerly 
and Arthur C. Spencer in the area of the food and drugs law. This 
meant that we were in constant communication with Senator Cope- 
land and his other self, Ole Salthe, in Washington; with other lawyers 
in the field—our chairman, Charles Wesley Dunn, representing the 
then Associated Grocery Manufacturers of America, Tommy Aus- 
tern, representing the National Canners Association, and many others. 


I am sure that when the Federal Food, Drug, and Cosmetic Act 
became law in 1938 we all could have stated, with what we thought 
to be some authority, what Sections 401, 402, 403c and 403g meant 
and were intended to do—how they would affect the law, industry 
and, if we were foolish enough, their social significance! During that 
five-year period each word and comma in each new bill and each new 
amendment was carefully scrutinized and analyzed from a hundred 
different and differing viewpoints, with the result that we all thought 


we knew the final law inside out. 


You will remember that the Tugwell Bill started the ball rolling 
and would really have done a job on the Food and Drug Law of 1906. 
Its terms were harsh and stringent, displayed no knowledge of how 
the food and drug industries operated, and probably were unworkable. 
Among other things, it called for the grade labeling of all foods, with 
the government fixing the grades. This was social significance with 
a vengeance. 

At the same time, saner-minded men, such as Walter G. Campbell 
and Royal S. Copeland—realizing that there were some serious loop- 
holes in the 1906 law that needed correction, but that industry could 
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not take correctional doses of the size and strength of those contained 
in the Tugwell Bill—set out to pass, and eventually did pass, a sound, 


wise, new statute. 


Of necessity, then, as is the case with all major legislation, the 





Federal Food, Drug, and Cosmetic Act of 1938 was a compromise 
the result of hundreds, probably thousands, of lesser compromises. As 
a result, while each of us involved in that five-year period of legislative 
gestation could have told you what we thought the act meant and was 
intended to do, I am not at all sure that any of us would have agreed 
on all points! 


But even in 1938 I am not sure that any of us could have been 
sure what the language of Section 401 meant. This was truly the 
result of compromise piled on compromise, of expert witness after 
expert witness, of consumer reaction, of industrial reaction and of the 
interplay of political pressures. Section 401 provides: 


Section 401. Whenever in the judgment of the administrator such action will 
promote honesty and fair dealing in the interest of consumers, he shall promulgate 
regulations fixing and establishing for any food, under its common or usual name 
so far as practicable, a reasonable definition and standard of identity, a reason- 
able standard of quality, and/or reasonable standards of fill of container 
In prescribing a definition and standard of identity for any food or class of food 
in which optional ingredients are permitted, the administrator shall, for the 
purpose of promoting honesty and fair dealing in the interest of consumers, 
designate the optional ingredients which shall be named on the label. 
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What is a reasonable definition and standard of identity? What 
is a reasonable standard of quality? What is the difference between 
a standard of identity and a standard of quality? Why is the word 
“definition” contained in connection with a standard of identity and 
not used in connection with a standard of quality? The Act does not 
tell us. 

The provision for a standard of identity was supported by Walter 
Campbell, who wanted, I believe, more than any other thing to elimi- 
nate the loophole in the distinctive-name provision of the old law 
which permitted the intentional deception of the buying public by 
the marketing of a food as a food which had an accepted public identity, 
not having the characteristics attributed to it by the public. 


The provision calling for a standard of quality was essentially a 
victory for those who opposed grade labeling, in that it permitted the 
administrator to fix only one standard, “a standard of quality” which 
meant that more than one standard of quality could not be promul- 


gated for a food product. 


Interpretation of Subsections 403c and 403g Dependent 
on Section 401 


If in 1938 I couldn’t tell you what Section 401 meant, I am sure 
that I cannot tell you today; and yet, isn’t the intent and meaning of 
this section something which must be known before we can properly 


interpret subsections 403c and 403g? 


Let us look at the common definitions of some words which are 
not defined in the statute: 

(1) IDENTITY. “The condition of being the same with some- 
thing described or asserted, or of possessing a character claimed.” 

(2) QUALITY. “That which constitutes something; proper or 
essential being; character; nature; kind; hence .. . class, kind or 
grade; as, a fine quality of yarn, originally, rank or position in society.” 

(3) IMITATION. Asanoun: “That which is made or produced 
as a copy; that which is made to resemble something, whether for 
laudable or fraudulent purposes; an artificial likeness; a counterfeit.” 
As an adjective: “Simulating something superior, especially of more 


costly materials; as, imitation lace, imitation bronze.” 
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(4) PURPORT. “To have the appearance or convey the impres- 
sion of being, meaning or signifying (some particular thing); to 
import ; to mean or seem to mean or intend.” 


These are definitions from Webster’s New International Diction- 
ary. What do they tell us? This is where the ordinary layman, the 
individual member of the social organism, would have to go to try and 
find the meaning of these words in the statute. This layman, inci- 
dentally, is the poor ignoramus my good friend and old schoolmate 
Robert L. Stern was so anxious to protect when he wrote, in the 
government’s brief before the Supreme Court at page 18: 

It is not necessary that all persons who consume a product be deceived for 


a product to be misbranded. Some persons will always read labels more carefully 
than others; some will not and others cannot read them at all. 


Supreme Court's Language in 1919 


He cites as his authority one which no lawyer would dare negate, 
the Supreme Court of the United States, stating in 1919: “Few pur- 
chasers read long labels, many cannot read them at all.” 


Assuming, however, that our hypothetical member of society can 
read, the above quoted definitions are all he has to go on. 


First, I suspect, he would wonder about the difference between 
“identity” and “quality,” since both words can have much the same 
meaning, that is, “identity” as “possessing a character claimed,” and 
“quality” as “character.” Second, he would feel that an “imitation” 
which is “made or produced as a copy” or, when used as an adjective, 
“simulates something superior,” must necessarily “purport” or “con- 
the real thing unless it is so marked as to 
indicate it is not the real thing. 


’ 


vey the impression of being’ 


Layman Faces Jam Standard 


If, on the authority of the Supreme Court, “few purchasers read 
long labels,” and “many cannot read them at all,” it follows that our 
layman couldn’t possibly read the long and involved jam standard 
promulgated by the Administrator; but if he could, he would find 
that fruit jam shall be composed of not less than 45 parts by weight 
of fruit to each 55 parts by weight of one of the designated saccharin 
ingredients. Upon finding that Delicious Brand Imitation Jam con- 


tained 25 per cent fruit, 20 per cent pectin and 55 per cent sugar, and 
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was called “substandard,” not an “imitation,” by the government in 
its brief at page 9, he would, I believe, wonder if this was not a stand- 
ard of quality rather than a standard of identity. At this point he 
could look at Section 403h of the statute and find that a food that pur- 
ported to be one for which a standard of quality had been prescribed 
and which falls below that standard may be marketed if its label bears 
a “statement that it falls below such standard.” 


At this point he might well give up and mutter something about 
“those so-and-so lawyers and politicians in Washington.” But being 
one of those bright laymen who can read, he might consider the prob- 
lem a little further. I can hear him soliloquizing: 


Those government lawyers in Washington said in the Jam case that a per- 
fectly wholesome, cheap, tasty product couldn’t be sold in this country because 
it looked like a jam for which somebody else had issued a “standard of identity” 
and it didn’t contain the same stuff in the proportions called for by the standard 
of identity—which looks like a standard of quality to me. But most of all they 
said it couldn’t be sold because they think I am too dumb to understand 
that when it has “imitation” on the label it isn’t the real thing! By the Lord 
Harry they’ll be telling me how to hold my handkerchief when I blow my nose 
next, or that I can’t smoke tobacco with nicotine in it! The hell of it is that 
some other guys (probably lawyers) in the very same law said that I would be 
protected if a product which didn’t live up to a standard of quality had “sub- 
standard” on the label. It sure doesn’t make sense. I can read and understand 
in the case of a standard of quality, but I can’t read and I can’t understand in the 
case of a standard of identity! 


Light Shed on Problem 


But then our layman would find the Supreme Court’s opinion, and 
after penetrating Mr. Justice Frankfurter’s verbal sinuosities, would 
discover that a product which did not meet the standard of identity 
but honestly labeled itself “imitation” could be sold. And he would 
say, “By Golly, that makes sense even if I can’t understand what it 


xe re ” 
Say >. 


And I agree! I agree with Walter Campbell when he said in 
1934: 


There can be no objection to the philosophy that any article that is whole- 
some and has food value and is sold for what it is, without deception, should be 
permitted the channels of commerce. There can be no objection to that article with 
its deficiency of fruit if every consumer knows exactly what he is buying. 
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‘“‘Deception”’ in Using Properly Labeled Imitations 
Not Manufacturer's Fault 

To me, the social significance of the Jam Standard decision is fine. 
I think it proper and right that cheap, wholesome foods should be 
available as long as they are properly labeled and do not deceive the 
buyer—and I fail to see how a product properly labeled “imitation” 
would deceive anyone. As for the poor souls over whose fate the 
government attorneys shed tears of blood—the man who went into 
a restaurant and got the jam without a label saying “imitation” or the 
logger in a lumber camp who puts it on his hot bread for breakfast- 
they are not deceived either. The man who goes into a cheap restau- 
rant does not expect high-quality, expensive foods, nor does the logger 
expect the commissary to feed him caviar. Even if he is deceived, it 
is not the manufacturer’s fault, and it is using a blunderbuss instead of 
a rifle when you attempt to ban imitation jam from the channels of 
commerce to prevent a small percentage of the population from being 
deceived. Certainly, enforcement of this law at the restaurant and 
logging-camp level is always going to be inefficient, so why carry our 
hand-holding, nose-wiping, diaper-changing social philosophy to the 
point where we would ban a wholesome food product to prevent some- 
one or some ones from being deceived? Why not let state and local 
food officials work at that level? 


Is a New Statute Needed? 

I have been told that Washington believes that “this decision will 
scuttle the food standards provision of the Act to a significant extent.” 
If the food-standards provision meant, and I do not believe it did, 
what the government argued in the Jam case, then it should be scuttled 
and we should start over again, writing a statute which will say that 
a wholesome food product properly labeled can always be sold in this 
country and not be slandered by such terms as “economic adulteration” 
and “debasement”! We should write a statute which avoids such a 
strange social philosophy as fixes what is essentially a price-fixing 
measure on one segment of an industry when another and distinct arm 
of the government is vigorously enforcing the antitrust law. 

I think we should consider a little further and start work on a 
revision of the statute which will direct our good friends in Washing- 


ton to protect the consumer but not to coddle him—to warn him about 
foods but not to insult his intelligence by implying that he can’t read: 
wouldn’t read if he could; and if he could, wouldn’t be smart enough 
to understand what he reads! [The End] 
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I KNOW OF NO BETTER WAY to begin a talk to a group of 
lawyers than by quoting the Supreme Court of the United States. 
To help define my subject, I quote from the opinion of the Court in 
the Sullivan case where the Court said that the purpose of the Federal 
Food, Drug, and Cosmetic Act was: 

To safeguard the consumer by applying the Act to articles from the moment 
of their introduction into interstate commerce all the way to the moment of their 
delivery to the ultimate consumer.’ 

To achieve this goal, it has been proposed, as you know, that 
the separate states adopt an act modeled on the federal law, which is 
generally referred to as the Uniform Food Drug and Cosmetic Act. 
The drafting of this model act is among the many accomplishments 
and distinctions of our very able chairman, Mr. Charles Wesley Dunn. 
The model act was approved and endorsed at the 1940 convention of 
the Association of Food and Drug Officials of the United States, in 
New Orleans. Without question, there is little possibility of achieving 
uniform food laws and regulations unless and until the uniform act, 


or some similar legislation, is adopted in all of the 48 states. 


Uniform food laws should have considerable appeal to all lawyers. 
Uniform laws in general have claimed our attention over a great many 
years, and we are all aware of the many advantages that have come 
with their adoption. It is to be expected that the food industry is also 


interested in uniform food laws. 





1U. 8. v. Sullivan, 332 U. S. 689, 696. 
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By CARL R. MILLER 





An eminent lawyer in the field of food and drug law has said: 

It can probably be accepted as a truism that the manufacturers and dis- 
tributors of food products are in agreement that uniformity of laws regulating 
their conduct is desirable.’ : 

It is generally agreed that confusion is ever present when we do 
not have uniform food laws. Some states do not require any label 
declaration of ingredients, others require label declaration of ingredi- 
ents but have requirements different than the federal regulations. Then 
there are those states that follow the federal regulations in part but 
have other and different regulations, which also differ, in most cases, 


from regulations of other states covering the same subject matter. 


Add to this lack of uniformity the fact that in a few states no 
agency is charged with the enforcement of food and drug laws, and 
the poor lawyer is indeed in a dilemma when his client wants to know 
whether or not it is safe to ship his product to such states. 


Neither is our problem lessened by the fact that several states 
have no machinery set up for the promulgation of food standards. 
The legislature must act in every case, and the lawyer and client alike 
face a Herculean task, indeed, in trying to get a food law amended 
to recognize a progressive development in the manufacturing process. 
One of the distinguished speakers on this program, Mr. T. E. Sullivan, 
Director of the Division of Food and Drugs for the State of Indiana 
and President of the Association of Food and Drug Officials of the 
United States, in an early survey of this situation, concluded: 





2 Franklin M. Depew, ‘‘State Food Stand- 
ards,””’ 4 FOOD DRUG COSMETIC LAW 
QUARTERLY 375 (September, 1949). 
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A review of state legislation discloses in many cases a mass of special laws, 
sometimes discriminating, sometimes overlapping, and sometimes even contra- 
dicting one another.’ 

All of this confusion is expensive. It costs the food manufacturer 
to find out what the laws are in the various states, but, as usual, it 
isn’t the original cost that is most important. The big expense comes 
from having to buy different labels, from running different production 
lines in the processing plant, from different warehousing, from differ- 
ent record keeping and from different billing. Most of these additional 
costs are passed on to the consumer and, of course, that is to his 
disadvantage. Some of these additional costs are absorbed by the 


manufacturer and, of course, that is to his disadvantage. 


Confusion in Many Quarters 

The confusion is not limited to the food manufacturer and his 
lawyer. Frequently, the confusion caused by the different laws and 
the different label requirements results in a lack of understanding 
between the buyer and the seller; the retailer on the one hand and 
the wholesaler or manufacturer on the other. 

It follows logically that this lack of uniformity in food laws erects 
effective trade barriers between the states. Those manufacturers 
having national distribution of their products desire to maintain that 
distribution, and they will incur the expense necessary to comply with 
the different standards in the various states. Not all manufacturers 
can do this, however. Either because of limited facilities, lack of 
volume, or some equally compelling reason, a manufacturer may be 
confined to those states in which his one label is acceptable. A trade 
barrier is effectively set up against him, and the free exchange of 


commerce is curtailed. 


Protection in Uniform Laws and Enforcement 

Uniform food laws and the enforcement of those laws is a pro- 
tection to the ethical food manufacturer. By complying with the uni- 
form law, every manufacturer knows that he will be competitive with 
every other manufacturer of the same food. He knows that his product 
will not have to compete with the substandard product of a manufac- 
turer operating only in one state that either has no law covering the 
food in question or that has a law that permits the manufacture of 


an inferior product. 





$7. E. Sullivan, “The Effect of Uniform DRUG COSMETIC LAW QUARTERLY 444 
Legislation on State Control,’’ 3 FOOD (September, 1948). 
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Fair and effective enforcement of the food laws is important to 
the ethical food manufacturer. Enforcement varies greatly from state 
to state under present conditions. Many states either do not have, or 
will not appropriate, adequate funds for the state enforcement official 
to do an effective job. Budgets in the various states for food and 
drug work run all the way from nothing to $700,000 per year. It is 
not unusual to find fairly populous states appropriating only $20,000 
or $25,000 per year for food and drug work. Uniform food laws would 
afford greater opportunity for cooperation between federal and state 
enforcement agencies, and the manufacturing standards of the intra- 
state manufacturer would be raised to the level of the manufacturing 
standards of the interstate manufacturer. 


Uniform food laws would mean that the state funds that are avail- 
able for food law work could be more effectively used. Instead of 
duplicating the work of the Federal Food and Drug Administration 
in holding hearings to promulgate food standards, the money could 
be used for more complete inspection and for improving laboratory 
facilities. 


Few state courts, and fewer prosecuting attorneys, have any 
familiarity with food laws and regulations. As you are all fully aware, 
this field of the law, as is the case of many fields of the law, requires 
a special knowledge and experience. Comparatively, it is a very new 
and undeveloped field of the law, and frequently precedents are not 
easy to find. The precedents of federal courts and of the courts in 
sister states in construing similar or identical laws would be most 
helpful in the effective enforcement of the food laws. Such precedents 
would, of course, be of equal value to food and drug lawyers in 
advising their clients. 


Conflicts in Construction and Interpretation Reduced 


These precedents would do much to promote mutuality of under- 
standing. The possibility of conflicts in construing and interpreting 
laws from different states applicable to the same food product would 
be greatly reduced, if not entirely eliminated. 


Uniform food laws would give greater protection to consumers. 
Each consumer would have the benefit of laws and regulations based 


upon the extensive investigations and hearings held by the federal 
Food and Drug Administration. Each would have the benefit of out- 
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standing experts both within and without the Food and Drug Ad- 
ministration, as well as from industry. The consumer would know 
that when he went into a grocery store to buy a food product, he 
would have the assurance that the product he bought would at least 


meet the minimum standards. 


Under uniform food laws, the improvements and developments 
made in one state would be passed on to all 48 states, with the result 
that there would be a wider development and dissemination of general 


nutritional knowledge. 


In many states, the enforcement machinery has been found to be 
inadequate and yet, because of the operation of special interests and 
lack of concern on the part of the general public, the condition has 
not been remedied. The uniform act would provide adequate, yet fair 
and impartial, procedure for enforcing the food laws and regulations, 
and at the same time give some degree of uniformity of enforcement 


as between states. 


Functions of Uniform Food Laws 

In summary, uniform food laws would: 

(1) Avoid confusion of the food manufacturer and his lawyer 
arising out of conflicting state laws. 

(2) Effect savings in cost to the consumer by avoiding additional 
label expense. 
(3) Effect savings in expense to industry by avoiding additional 
label expense. 

(4) Effect savings in expense to the various states in establish 
ing food standards and regulations. 

(5) Avoid confusion between the buyer and seller resulting from 
conflicting laws. 

(6) Avoid trade barriers between the states and allow the free 
flow of commerce. 

(7) Give protection to the ethical food manufacturer. 

(8) Provide greater opportunity for cooperation between state 
and federal enforcement agencies. 


(9) Allow state funds to be more efficiently used. 
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(10) Provide more and better precedents to support the enforce- 
ment of food laws. 


(11) Provide more and better precedents for the interpretation of 


food laws. 

(12) Give equal protection to every consumer. 

(13) Result in a wider development and dissemination of general 
nutritional knowledge. 


(14) Provide adequate and uniform enforcement procedures for 
all 48 states. 


We lawyers know that laws and regulations are made for the 
good of all the people. They are the result of compromise based on 
the experiences, wishes and demands of all segments of society. They 
should be so enacted and so enforced that no one receives an advan- 
tage over his neighbor. That means that they should be uniform— 
uniform as between individuals, uniform as between groups and uni- 
form as between states. The state food law that varies from the 
federal law seeks to obtain an advantage for someone. It is enacted 
for the purpose of gaining an advantage for local food manufacturers 
or for the purpose of forcing all food manufacturers to favor the 
consumers of that state. It is by its very purpose and nature an unfair 


and discriminatory law. 


If a food law or regulation promulgated by the federal govern- 
ment is not satisfactory in some respect, it should be amended. If 
there are benefits to be derived from a change, the benefits should be 
made available to everyone and not to the citizens of only one or two 


states. 
Still Only a Goal 


As convincing as the reasons in favor of uniform food laws may 
be, the fact remains that we are far from that goal. As has been 
previously pointed out,* within one year following the passage of the 
1906 Act, 40 states had adopted similar legislation. Thirteen years 
after the passage of the Food, Drug, and Cosmetic Act of 1938, only 
24 of the states have adopted the uniform act. Many arguments and 





+ W. G. Campbell, ‘Progress in Food and in the Promotion of Uniform Food, Drug 
Drug Control,’’ 8 Quarterly Bulletin, Asso- and Cosmetic Legislation,’’ 12 Quarterly 
ciation of Food and Drug Officials of the — Bulletin, Association of Food and Drug 
United States 107; Evan Wright, “‘Activity Officials of the United States 120. 
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pleas have been presented, urging uniformity,® and yet today there is 
a semblance of uniformity in only 24 states. In only a few of these 
states that have adopted all or a part of the uniform act is there uni- 
formity in the full meaning of the word. Most of them have followed 
the federal regulations in many particulars, but they have also perpetu- 
ated many of the exceptions that cause confusion. In most of the 
remaining 24 states, attempts have been made to adopt the uniform 
act, but for a variety of reasons those attempts have failed. 


In the course of the preparation of this paper, and in an effort to 
find an answer to this question, I sent a questionnaire to the food 
official of each of the 48 states. I believe that some of the reasons 
that were given for the fact that we do not have the uniform act in 


all 48 states will interest you. 


Reasons Advanced 


One or two states believe their laws and regulations are better 
than the federal laws and regulations. 


In many states, an important number of food manufacturers believe 
that the uniform act would bring “more unnecessary restrictions.” 


The state pharmaceutical association opposed the bill in some 
states, the patent medicine companies in others, the state dairy 
products institute in one state, the state retail grocers association in 
another, and combinations of one or more of these trade groups in 
others. 


In some states, the conflicting and overlapping jurisdiction of the 
state department of agriculture, the state department of health and 
the state board of pharmacy has resulted in a stalemate, so far as 
help from a state administrative agency on constructive legislation 
is concerned. 


Opposition has resulted from different, and in many cases unin- 
formed, interpretations and opinions of the uniform act by various 
state attorneys general and county prosecuting attorneys. 





COSMETIC LAW QUARTERLY 5302 (De- 
cember, 1949); Jack Johannes, ‘‘Need For 
Suitable State Legislation,’’ 4 FOOD DRUG 


5Ole Salthe, ‘‘State and Federal Food 
Drug and Cosmetic Laws,’’ 4 Quarterly 
Bulletin, Association of Food and Drug 





Officials of the United States 28: Ralph P. 
Schipa, ‘‘The Desirability of Uniform Food 
Laws,"’ 3 FOOD DRUG COSMETIC LAW 
QUARTERLY 518 (December, 1948); How- 
ard A. Prentice, ‘‘The Food Industries 
Need Uniform Food Laws,’’ 4 FOOD DRUG 


COSMETIC LAW QUARTERLY 186 (June, 
1949); Franklin M. Depew, work cited at 
footnote 2; T. E. Sullivan, work cited 
at footnote 3; Evan Wright, work cited at 

QUARTERLY 375, (September, 1949). 
footnote 4. 
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In one or two states, the uniform act was introduced in the legis- 
lature without prior consultation with the state food and drug official. 


Generally, active public support has been lacking. 


Last, but probably the comment most frequently offered, was that 
the uniform act is too long and complicated for the average legislator 
to read, much less understand. 


State Officials’ Suggestions 


Another section of the questionnaire asked for suggestions of 
action that might help in getting the act adopted. Perhaps some of 
these suggestions would be of even more interest to you. Here are 
some typical and, in my opinion, valuable suggestions: “Arouse the 
interest and secure the assistance of trade and civic groups.” “Sell 
the idea to women’s organizations and to home economic schools.” 
“Hold public meetings to discuss the bill, and invite and urge repre- 
sentatives of all interested groups to attend.” “Furnish legislators 
with an abstract of the bill and a summary of the arguments in its 


favor.” 


It seemed to be the consensus of opinion that while the food and 
drug official should be consulted, and perhaps act as the liaison be- 
tween industry and legislature, industry should sponsor the legis- 
lation and do the lobbying for it. 


The big question remains unanswered. Who is going to correlate 
all of these ideas and organize some kind of concerted action? We— 
as food, drug and cosmetic lawyers—have the duty and obligation to 
help solve this problem. 


Opportunities for Individual Action 

There are many things that we can do individually. We can 
discuss with the food manufacturers and the industry associations 
that we represent the arguments in favor of the uniform act, and 
urge these manufacturers and associations to take positive action in 
furthering uniform legislation. Individually, we can seize the oppor- 
tunities that are presented to inform the public and to inform state 
legislators of the many arguments in favor of uniform food laws and 
of the advantages of the Uniform Food Drug and Cosmetic Act in 


particular. 
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We should not let our efforts stop with our individual endeavors. 
We are an organized group having expert knowledge on this ques- 
tion, and we should be better qualified than any other single group to 
solve the problem. 


Foremost National Organizations Voice Approval 


The uniform act has been approved by many national organi- 
zations interested in food, drugs and cosmetics. It has been approved 
by The American Association of Colleges & Pharmacists, American 
Drug Manufacturers’ Association, American Pharmaceutical Association, 
American Pharmacal Manufacturers’ Association, Federal Wholesale 
Druggists’ Association, National Association of Boards of Pharma 
cists, National Association of Retail Druggists, National Wholesale 
Druggist Association, Proprietary Association of America, Grocery 
Manufacturers of America, National American Wholesale Grocers’ 
Association, and National Retail Grocers’ Association. 


Obviously, if all that was necessary to insure the passage of this 
uniform legislation in all of the 48 states was the approval of promi- 
nent national associations and organizations, the goal would have 
been attained long ago. However, I doubt that most of these national 
organizations have done any more than pass the formal resolution 
approving the act. Certainly, one can conclude that little educational 
work has been done when we find state affiliates of these national 
organizations opposing the adoption of the uniform act in several of 


the states. 
Additional Prestige Not Enough 


A resolution by the American Bar Association approving the 
uniform act will give the act additional prestige, but such a resolution 
will not bring us one step closer to the goal of uniform food laws. 
Such action is, of course, a necessary first step, but we cannot stop 
there if we hope to make any real contribution. We need more than 
the polite words of a formal resolution. We need constructive action. 
We need action that will develop and maintain the interest of the food 
industry. We need action that will develop cooperation between indus 
try, state food officials and the public to sponsor and support the bill 
in 24 state legislatures. It is not within my province to say what that 
action should be, but I am confident that if the Food, Drug, and Cosmetic 
Law Section of the American Bar Association will undertake the 
problem, a solution will be found. [The End] 
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HE FIELD OF THE DRUG LAW has become another sector 

in the wide front for authoritarian control of American enterprise. 
Whether this has come about by contagion or by harvest from seed 
sown long ago in Tugwellian days is an interesting inquiry. It is the 
condition, however, and not the theory that poses the problem, that 
poses the major contemporary drug law problem. 


As the bar is, and by right should be, the first line of defense in 
the fight for free enterprise, so the section of it which specializes 
in the practice of the drug law should bear the brunt of the attack 
in its sector. The problem, therefore, is one to be resolved primarily 
by the lawyers who specialize in this field. It is they who, familiar 
with the circumstances of the drug industry and trade, acquainted 
with the personnel and responsibilities of law enforcement, and 
versed in the principles and provisions of the law, may maintain 
relations of good will and cooperation between government and 
industry as, at the same time, they beat back authoritarian aggression. 
For this the traditions of the profession nourish both the will and 
the way. 

Increased controls move along three routes: (1) administrative 
interpretation, (2) judicial construction and (3) legislative exten- 
sion. Along each of these routes the bar of the drug law may, and 
appropriately should, challenge and engage movements which tend 
toward or threaten authoritarian control. 
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Bachrach 


Movement in this direction has been advanced by broadened 
administrative interpretations designed to press far outward the reach 
of the law and by judicial constructions in support of such interpreta- 
tions. It is in legislative proposals, however, that the design has 
assumed its clearest form. Recent legislative proposals have been 
advocated on enunciated principles which, if accredited, established 
and ultimately applied, would subject the drug industry to complete 
government control, would replace the concept of individual responsi- 
bility under a system of law with regulation by government fiat. 

The Durham Bill (H. R. 3298) as originally constituted proposed, 
and the Humphrey Bill (S. 1186) as now pending proposes, that the 
Federal Security Administrator have the vast power to limit to pre- 
scription sale drug products which he administratively determines to 
be safe and efficacious for use only after professional diagnosis by, or 
under the supervision of, a practitioner licensed by law to administer 
the drug. Here are some of the arguments advanced in the recent 
Congressional hearings in support of that proposition: 

(1) Enforcement could otherwise be accomplished only by a 
multiplicity of suits. 

(2) “Case by case” judicial determination is not a proper use of 
the judicial process. 

(3) There are some 80 federal district courts and there may 
be conflict among their holdings. 

(4) The vagaries of the jury system would be confounding. 

(5) The delay incident to litigation would present hazards to 


public health and be dangerous. 
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(6): In cases of dispute between the Administrator and the manu- 
facturer there must be “somebody” to decide. 


(7) It must not be the manufacturer because he has an interest 
(alas, it may even be a pecuniary interest). 

(8) The court must not be entrusted with the decision because of 
the multiplicity of cases, conflicts, vagaries and delays incident to 
litigation. 

(9) Ipse dixit, it must be the Administrator who is to decide—he 
who asserts one side of the controversy shall be the judge of it. 


(10) Controls must be conditioned to protect against the “fly by 
night” offender—a whole industry must be controlled to insure against 
the inevitable “fly by night.” 

(11) Power granted for one area of regulation is precedent and 
justification for claim to power in other areas—the exception, instead 
of proving the rule, should itself be the rule. 

Examine these arguments analytically, give them practical appli- 
cations, and you will see that they lead inevitably and immutably to 
authoritarian control. If they be principles which merit acceptance 
in the case used, they could be applied with equal justification and 
force to any of the salient requirements of the drug law. They would 
remove this law from the foundation of individual responsibility accord- 
ing to objective standards fixed by law and make of it a subjective 
control by administrative direction. 

The national drug law is, of course, grounded in the constitutional 
grant of power to regulate interstate commerce and, as such, is fitted 
into the pattern of our federal government. To propose administra- 
tive controls on the possibility (more exceptional than usual in actual 
practice) of conflicting decisions among the districts is to challenge 
the soundness of the federal system. To utilize delays incident to 
litigation as grounds for claiming the power of decision is to challenge 
the constitutional arrangement for the interpretation and enforcement 
of our statute law. To exalt impatience with the vagaries of the jury 
system is to betray impatience with one of freedom’s fundamental con- 
cepts. To insist that there must be ‘ 
cate a continuing need for decision and for the subjection of others 


‘somebody” to decide is to advo- 


thereto—a proposition rather strange in a society where initiative, 
responsibility and freedom have been the beacon lights. They are the 
lights which must not go out anywhere along the line of American 


enterprise. [The End] 


FEDERAL CONTROL 
A Problem in the Drug Industry- 





PROBLEM of foremost concern in the drug field today is the 

alarming rapidity with which the federal government is extending 
its control over every phase of the drug industry. Although the 1938 
Act* was originally designed to promote honesty and fair dealing ° 
with a minimum amount of controls upon private industry,’ it has been 
changed by legislation and administrative interpretation into a law, 
the philosophy of which seems to be absolute protection of the con- 
sumer, regardless of the amount of governmental interference neces- 


sary to accomplish this purpose. 


No one will dispute the need to protect the consumer. The legis- 
lative history of the Act emphasizes the need to protect the consumer 
by requiring truthful labeling and adequate directions for the safe 
and intelligent use of drugs.* But various segments of the industry 
question whether all the government controls imposed in the drug 
field during the last 13 years have been necessary or desirable. They 
know that controls imposed to protect the consumer have also (1) in- 
creased the cost of medical care to the consumer, (2) interfered with 
the practice of medicine, (3) substituted the judgment of govern- 
ment officials for that of private industry and (4) brought us closer 
to socialized medicine. A review of controls imposed during the past 


few years will emphasize the revolutionary changes that have taken 





place. 

1 Federal Food, Drug, and Cosmetic Act, ®* Dunn, Charles Wesley, Federal Food, 
P. L. 717—75th Cong., 3d Sess., Ch. 675; Drug, and Cosmetic Act, p. 687. ' 
21 USCA 106, Sec. 301 and following. * Kleinfeld, Vincent A., ‘‘Applicability of 


2 McGrath, J. Howard, ‘“‘A Fundamental the Federal Food, Drug, and Cosmetic Act 
Law of the Land,”’ 1 FOOD DRUG COS- to Drug Advertising,’’ 5 FOOD DRUG 
METIC LAW QUARTERLY 361, 369 (1946). COSMETIC LAW JOURNAL 45, 49 (1950). 
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By RAYMOND O. CLUTTER 








An Attorney for Eli Lilly and Company, Mr. 
Clutter Read This Paper Before the American 
Bar Association Division of Food, Drug and 
Cosmetic Law, September 20, New York City 


The manufacturer began to feel the direct arm of federal regula- 
tion when Section 505, the new-drug section, was incorporated in the 
1938 Act. This section requires approval by the Food and Drug Ad- 
ministration of any new drug before it is marketed. Its practical effect 
is to give the Administration power to grant licenses to market new 
drugs. Before a new drug may be sold, the Administration must 
evaluate the pre-production experimentation and study, and the pro- 
duction and merchandising controls of the manufacturer.° 


The control over the manufacturing function was again extended 
by the addition of Sections 506 and 507, the drug-certification sections, 
which require the manufacturer to obtain a permit before marketing 
each batch of certain listed drugs. Since the articles are precluded 
from commerce unless certification is obtained, the provisions in prac- 
tical effect bring the articles under scrutiny by the Administration 
during production.® Although certification was originally thought of 
as a temporary requirement, the Administration has shown great 
reluctance to decertify any products.’ 


Another invasion of the manufacturer’s freedom has come in the 
field of inspection. The legislative record of Section 704 indicates that 
the inspection which was authorized was directed primarily against 
insanitary, filthy or other conditions which might result in an adulter- 
ated product. It has been reported, however, that federal food and 


5 Goodrich, William W., ‘‘The Applica- 7 Crawford, C. W., ‘‘Legislative and Ad- 
bility of the Federal Food, Drug, and ministrative Progress Under the Federal 
Cosmetic Act to Interstate Commerce,”’ Food Drug. and Cosmetic Act.’ 5 FOOD 
$ FOOD DRUG COSMETIC LAW QUAR- DRUG COSMETIC LAW JOURNAL 16, 22 
TERLY 332, 343 (1948) (1950) 


* Goodrich, William W., work cited at 
footnote 5 
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drug inspectors have recently asserted the right to inspect shipping 
records, lists of distributors or agents, and other information of similar 
character.* The Act does not appear to grant such authority.’ 


Attempted Limitation on Distribution Channels 


The Administration has attempted to impose another limitation on 
the manufacturer’s freedom by issuing a regulation under Section 502 
(f) which purports to limit his channels of distribution. By exercising 
his right to exempt certain drugs from carrying directions for use, 
the Administrator has attempted to require certain dangerous drugs 
to be sold only upon the prescription of a licensed practitioner and has 
declared that all nondangerous drugs must be labeled for sale over 
the counter. This tends to cause certain drugs to be sold only through 
“ethical” channels and encourages others to be sold through “pro- 
prietary” channels. There is adequate Congressional testimony to 
support the contention that the rights of both ethical and proprietary 
manufacturers were recognized and there was no intention to interfere 
with their channels of distribution so long as their products carried 
adequate directions for use. 

Another controversial issue between manufacturers and the gov- 
ernment is what constitutes adequate directions for use. The legis- 
lative history of the Act indicates that any direction that could be 
safely followed would be adequate. It was apparently contemplated 
that highly potent drugs carry some kind of direction for use which 
would refer the consumer to his doctor, for Commissioner Campbell, 
in testifying before the committee, stated that he believed some drugs 
should be sold only on prescription, and the bill as written would 
require just that. But he further stated that it was not left up to the 
discretion of the Secretary of Agriculture to determine what drugs 
should be sold on prescription.’® That every drug, whether dangerous 
or not, was to carry directions for use is attested by a Senate report 
on S. 5, which stated: 

There are no useful products which would be banned from the market under 
this provision, since labeling with proper directions for use would remove any 
worthwhile article from this ban.” 








8 Elson, Eugene M., ‘‘Inspection of Rec- 
ords,’"’ 5 FOOD DRUG COSMETIC LAW 
JOURNAL 755 (1950). 

® Elson, Eugene M., work cited at foot- 
note 8. 

% Dunn, Charles Wesley, work cited, at 
pp. 1247-1248. 


1 Williams, Edward B., ‘Exemption 
from the Requirements of Adequate Direc- 
tions for Use in the Labeling of Drugs,”’ 
2 FOOD DRUG COSMETIC LAW QUAR- 
TERLY 155, 165 (1947). 
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Thus it would seem that a direction referring the purchaser to his 
physician for directions or instructing the druggist to sell the article 
only upon a physician’s prescription in which, no doubt, specific direc- 
tions would be given would constitute adequate directions for use. 


The Food and Drug Administration, however, has not accepted 
this theory. It contends that the only adequate direction for use is 
one that tells the lay user how and for what to take the drug. If a 
drug is too dangerous to be used safely by the layman it must be 
limited to sale on prescription by placing upon its label a prescription 
legend which, according to them, is not a direction at all although 
the legislative history and court decisions '* indicate to the contrary. 
Regulations restricting the sale of drugs in this manner have not only 
interfered with the manufacturer’s method of distribution, but have 
undoubtedly raised the cost of medical care. 


Impact of Sullivan Decision 


The retail druggist has also felt the hand of government control. 
For many years it had been the consensus of opinion that the Act 
could not be enforced against the retail pharmacist, since the retail 
dispensing of drugs was considered an intrastate activity. In 1948 
the case of U. S. v. Sullivan** changed this. The Sullivan case estab- 
lished the right of the Food and Drug Administration to prohibit the 
misbranding of a product until it reached the consumer, provided it 
had at any time been in interstate commerce. Thus, the retail druggist 
was thereafter subject to all the controls of the Federal Food, Drug, 
and Cosmetic Act. Soon thereafter the Miller Amendment was passed, 
giving the Administration authority to seize adulterated or misbranded 
products at any time after shipment in interstate commerce whether 
or not the adulteration or misbranding took place while the product 
Was in interstate commerce." 


Pharmacists now began to envision a drastically reshaped business. 
They saw the effects of the Sullivan case in the light of the changes 
wrought-upon the profession by the excessive tax on medicinal alcohol. 
As a result of this tax, manufacturing of pharmaceutical preparations 








122See Wheeler, Jr., Walton M., ‘‘Inter- %3U. 8. v. Sullivan, 332 U. S. 689, 68 S. 
ference with the Practice of Medicine Ct. 331 (1948). 
under the Food, Drug, and Cosmetic Act,’’ 144 Kleinfeld, Vincent A., ‘‘Reflections on 


3 FOOD DRUG COSMETIC LAW QUAR- _ the Miller Amendment,’’ 4 FOOD DRUG 
TERLY 364, 370, footnote 23 of article COSMETIC LAW QUARTERLY 43, 51 
(1948). (1949). 
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in drug stores has virtually ceased, because there is no way for the 
manufacturing to be carried on economically. A comparable result 
might be brought about as a result of the Sullivan decision if the 
pharmacist is required in every instance to supply adequate directions 
for use and place on the labels all the cautions, warnings and dis- 
closures which the interstate manufacturer is required to place on his 
labels.*® 

The retail pharmacists also realize that the Sullivan case now 
makes it constitutionally possible to set up standards for extemporane- 
ous pharmaceutical products.’*® The attitude of the Administration on 


this subject was expressed by Commissioner Dunbar when he said: 


To us it seems obvious, however, that, from the standpoint of sound ethics 
and consumer welfare, the pharmacist should apply the same principles in dealing 


with prescriptions for [medicines he compounds] as the courts have already 


held to be legally applicable to the interstate product.” 

If such high standards were established, the average pharmacist 
might not be able to comply and would thus lose another segment of 
his business or the cost of meeting such standards might greatly in- 


crease the cost of medical care."® 


Minor Attempts to Interfere with Medical Profession 


While the manufacturer and the druggist have been feeling the 
heavy hand of government control, the medical profession has been left 
relatively free from government interference. This is as it should be, 
for the legislative history, as well as the Act itself, testifies to the fact 
that Congress did not intend to interfere with the practice of medicine.’® 
Nevertheless, minor attempts have been made by the Food and Drug 
Administration to interfere with the prerogatives of the physician. 
In 1948, the Administrator announced that certain so-called “inert” 
glandular products possessed no useful therapeutic properties and 
therefore could not be sold in interstate commerce because they could 





not be labeled to comply with the 

% Swain, Robert L., ‘““‘The Impact of the 
Sullivan Case upon the Local Sale and 
Distribution of Drugs and Medicines,’’ 4 
FOOD DRUG COSMETIC LAW QUAR- 
TERLY 79, 84 (1949). 

16 Goldstein, Samuel W., ‘“‘The Need of 
Legal Standards for Prescription-Counter 
Products,"” 4 FOOD DRUG COSMETIC 
LAW QUARTERLY 587 (1949). 


Act.” 


17 Dunbar, Paul B., ‘“‘What the Federal 
Food, Drug, and Cosmetic Act Means to 
the Retail Pharmacist,’’ 3 FOOD DRUG 
COSMETIC LAW QUARTERLY 552, 559 
(1948). 

1 Goldstein, Samuel W., work cited at 
footnote 16. 

19 Wheeler, Jr., Walton M., work cited 
at footnote 12, at p. 368 of article 

(Footnote 20 on following page) 
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By this policy statement the Food and Drug Administration had 
attempted to do two things, neither of which was sanctioned by the 
Act. First, it attempted to judge the efficacy of a drug used by prac- 
titioners and, having decided that the drug was inefficacious, attempted 
to prohibit its use by licensed practitioners. 

Soon after the inert glandular announcement, Commissioner Dun- 
bar announced in a speech to the National Association of Retail Drug- 
gists that refills of prescriptions were in violation of the Act unless 
authorized in writing by the prescribing physician. Here, by an un- 
official statement, an attempt was made to interfere with an age-old 
doctor-druggist relationship which the framers of the law seem to 
have sanctioned.”* 

There are indications that even greater efforts by the federal 
government to control the drug industry will be made in the future. 
In May, 1951, the Medical Director of the Food and Drug Administra- 


tion stated: 


We do not believe it is desirable to risk commercial] distribution and use 
[of potent drugs] prior to the education, so to speak, of the physician ; 
I predict that medical directors in the industry are going to find themselves and 
their staffs more and more directly involved in teaching and demonstration pro- 


grams.” 


Thus he intimated that the pharmaceutical industry may be forced 
to give a government-prescribed postgraduate course to the medical 
profession before a new drug will be released for sale by the industry 
and use by the profession. 


An attempt is being made now in the Durham-Humphrey Bill? 
to extend government control. One version of the bill would give the 
\dministration the power to tell a manufacturer whether his products 
should be sold only on prescription or over the counter, and it would 
take away the right of the manufacturer to refer the purchaser of his 


product to a physician for directions for use. 


Beginning of Drug Licensing Campaign? 


Recently, three federal agencies have proposed a national licensing 
system that would register all persons legally authorized to handle 


22 Nelson, Erwin E., ‘“Twelve Years of 

1948. the New-Drug Section.’’ 6 FOOD DRUG 
21 Wheeler, Jr., Walton M., ‘‘Prescription COSMETIC LAW JOURNAL 344, 352 

Refills,"" 5 FOOD DRUG COSMETIC LAW (1951). 

JOURNAL 746, 749 (1950). 23H. R. 3298 and S. 1186. 
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barbiturates. This may be the beginning of a campaign to license 
everyone in the entire drug field, including the physician. The Justice 
Department has concluded that such a license procedure would be legal 
because Supreme Court decisions have established that the “power of 
Congress over interstate commerce extends to those intrastate activi- 
ties which so affect interstate commerce . . . as to make regulation 
of the intrastate activities an appropriate means to a legitimate end.” ** 


All the aforementioned controls and proposed controls were advo- 
cated for the purpose of protecting the consumer. But absolute con- 
sumer protection is, of course, impossible. Senator Copeland realized 
this when he said: 

Medical literature is full of pathetic instances of death from certain pain 
relievers. The directions may be entirely adequate . ... But there is always 


a temptation on the part of a human to think “If a little medicine will help me 
a good deal, more will help me still more.” * 


Congress never intended to protect the consumer from his own 
folly. The Food and Drug Administration does have the mandate 
from Congress to prosecute the seller of any product sold without 
adequate directions for use or when it is dangerous to health when 
used in the dosage, or with the frequency or duration prescribed, 
recommended or suggested in its labeling. This power alone if exer- 
cised will adequately protect the consumer. 


Facing the Future 


If present trends continue, all industries and professions dealing 
in drugs will eventually be under complete federal control. It there- 
fore behooves everyone in the drug field to resist the extension of 
unwarranted controls. Any new proposal should be carefully scruti- 
nized by everyone, for a control aimed at one segment of the industry 
may at a later date serve as precedent for controlling another segment 
of the industry. Senator Copeland once said that the valuation of drugs 
must always be largely a matter of opinion. The controversial point 
is whose opinion shall be controlling. [The End] 


3 





216 Journal of The American Medical 2% Dunn, Charles Wesley, work cited, at 
Association 13, August 18, 1951. p. 744. 
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REPORT ON THE 


Proposed Uniform Commercial Code 
By F. T. DIERSON 


This Report Was Presented by the Author, a Member of the 
New York Bar, on September 20 to the Division of Food, 
Drug and Cosmetic Law, Section of Corporation, Banking 
and Business Law, American Bar Association, in New York 


HE Proposed Uniform Commercial Code is jointly sponsored by 

the American Law Institute and the National Conference of Com- 
missioners on Uniform State Laws. It proposes a legal compendium 
of the whole field of commercial law and represents the most extensive 
project in legislation that has ever been undertaken anywhere. Formal 
drafting of the code began in 1942, and active consideration of it by 
the Division of Food, Drug and Cosmetic Law commenced with the 
first complete draft of May, 1949. 

In January, 1951, Chairman Walter D. Malcolm of the Committee 
on Proposed Uniform Commercial Code of the Section of Corporation, 
Banking and Business Law of the American Bar Association, invited 
this division to participate in a discussion of the code by the Council 
of the Section. As the representative of Mr. Charles Wesley Dunn, 
Chairman of this Division, I attended a January 13 meeting of the 
Council and offered preliminary comments on the sales article of the 
code, particularly as regards proposals to revise the law of implied 
warranty of merchantability in the sale of food, drug and cosmetic 
products. I later amplified those comments in a statement before the 
editorial board of the American Law Institute, whose members ex- 
pressed a sympathetic interest in our objections to certain provisions 
of the Sales Article. Judge Herbert F. Goodrich, Director of the 
American Law Institute, on that occasion requested our division to 
make further studies and to submit written suggestions for any desired 
amendments. Accordingly, Mr. Dunn convened a March 9 meeting 
of division members and counsel for various food, drug and cosmetic 
manufacturers to prepare a revised draft of the sales article. On March 
14 that group met with Miss Soia Mentschikoff, associate editor-in- 
chief of the code, to discuss proposed revisions. In behalf of the latter 
conference I then filed with the editorial board a written statement 
explaining suggested amendments of the sales article and urging 
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their adoption. By invitation of the American Law Institute I at- 
tended further code discussions at the annual meeting of its sponsors 
in Washington, D. C., on May 16-19, 1951, when a final draft of the 
code was approved. 

The original draft of the sales article of the code invited serious 
objections because its provisions drastically revised the Uniform Sales 
Act to make a manufacturer or seller absolutely liable, without fault, 
for injury to consumers or users of a product. While fully approving 
the widest protection for consumers, we questioned the proposed 
method of achieving it. We challenged the justice of any legal phil- 
osophy whereby a manufacturer is held to be absolutely liable simply 
because he is better able financially to bear the loss and notwithstand- 
ing such loss may be due to causes entirely beyond his control. 

Dean Roscoe Pound has critically examined the growing develop 
ment in our jurisprudence of legal proposals for vicarious liability,’ and 
Judge Augustus Hand many years ago warned that 
protection to the public lies not so much in extending the liability ot 
individuals, as in regulating lines of business in which the public has a particular 
interest in such a way as reasonably to assure its safety.’ 

Judge Hand went on to denounce absolute liability of a food 
supplier as offensive to the common law, and he predicted that such 
obligation would spawn unfounded claims rather than assure consumer 
protection. I also direct your attention to an article in the May, 1950 
issue of the Foop Druc Cosmetic Law Journat. Mr. William J. Condon, 
a member of the New York Bar and an expert on product-liability law, 
there analyzes the practical impact of the original code draft on food 
poisoning cases, and he disputes the legal basis of an absolute-liability 
doctrine in the field of the Uniform Sales Act. 

I shall briefly outline the most important objections offered by 
this division to the original draft of the sales article of the code, indi 
cating the undesirable effects of certain provisions, the amendments 
urged to correct them, and action upon our recommendations as re 
flected in the code draft finally approved by the sponsors on September 
15, 1951. Pertinent sections of the revised sales article are annexed 
to this report for reference. 

(1) Section 2-314. Implied Werranty of Merchantability. This is 
the basic section, which revises the law of implied warranty in the sale 


1“‘Law in the Service State: Freedom 2 Valerie v. Pullman Company, 218 F. 
versus Equality,’’ 36 American Bar Asso- 519, 521 (1914). 
ciation Journal 977 (December, 1950); 
‘‘Newer Ideas of Liability,’’ 123 New York 
Law Journal 523 (February 10, 1950). 
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of goods, including food, drugs and cosmetics. Its language affirma- 
tively creates implied warranties of merchantability, specifically (among 
others): fitness for the ordinary purposes for which such goods are 
used; that the goods are adequately contained, packaged and labeled 
as the agreement may require; and that the goods conform to the 
promises or affirmations of fact made on the container or label, if any. 

By this section the serving of food or drink is expressly declared 
to constitute a sale thereof, subject to all implied warranties of mer- 
chantability; by a related section (2-316) a seller’s exclusion of im- 
plied warranties of merchantability is rendered impracticable with 
respect to personal damage in the sale of food, drugs and cosmetics. 
\lthough the language of the section (2-314) proposes a more defini- 
tive liability for the manufacturer and seller of goods, this division 
generally approved it as a fair statement of present case law on product 
liability, subject, however, to the following conditions: 

(a) In paragraph (1) of Section 2-314 we urged the elimination 
of the broad and unrelated reference to “safe use or consumption” as 
a special warranty in the serving of food or drink. The warranties 
enumerated for merchantability under paragraph (2) of this section 
adequately cover this situation as in any other sale, whereas the pro- 
posed language was ambiguous and invited an indefinite extension of 
liability. The section was amended in accordance with our recom 
mendations. 

(b) Absent from Section 2-314 is the standard provision of the 
Uniform Sales Act, to the effect that examination of the goods by the 
buyer negates an implied warranty as to the defects which such exam- 
ination ought to have revealed. We urged the justice of restoring this 
provision for the purpose of permitting defensive evidence. We re 
jected the answer that Section 2-316 satisfies this objection, because 
paragraph 2(b) thereof only excluded an implied warranty where 
examination is made by the purchaser “before contracting.” As finally 
adopted, Section 2-314 omits the recommended provision, but the 
phrase “before contracting” has been deleted from Section 2-316 (2) 
(b). Apparently this compromise is generally acceptable to members 
of the division. 

(c) Paragraph 2(f) of Section 2-314 provides that goods to be 
merchantable must “conform to the promises or affirmations of fact 
made on the container or label if any.”” Members of the division con- 
sidered the possibility of misapplication of this new liability in the 


case of consumer advertising on a product label. Having in mind the 
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extensive label controls now imposed upon food, drug and cosmetic 
products by various federal and state laws, it was suggested that the 
liability here created be limited to defects of “quality,” as under the 
present Uniform Sales Act. In opposing that limitation, the editorial 
board emphasized that innocuous “trade puffing” is excluded under 
Section 2-313, which provides that “an affirmation merely of the value 
of the goods or a statement purporting to be merely the seller’s opinion 


or commendation of the goods does not create a warranty.” 


(2) Section 2-318. Third Party Beneficiaries of Warranties. This 
section has no counterpart in the Uniform Sales Act. As originally 
drafted, it was designed to abolish privity of contract as a requirement 
in actions for breach of implied warranty of merchantability. In effect, 
it implied for each seller an absolute warranty, running with the goods, 
and giving a cause of action to any consumer, whether a purchaser 
or not. The declared intent of the section was to take the burden of 
defending cases from intermediate sellers and to provide the consumer 
with the choice of direct action against the manufacturer. 

This section was opposed as too extreme in form and because it 
was in conflict with important judicial authority in many states. On 
the one hand, we recognized the justice of broadening an implied 
warranty to include members of the purchaser’s family, his household 
and guests. On the other hand, we objected to the extension of that 
liability to all consumers, however remote from the purchaser, and 
regardless of intervening responsibilities for handling, storage or prep 
aration of the product. Furthermore, in making this warranty run with 
the goods, Section 2-318 permitted all members of the enlarged bene- 
ficiary class to bring direct action against the manufacturer, contrary 
to existing judicial authority in many states, particularly those in which 
the prevalence of unfounded claims presents a serious problem. After 
considerable study of this section we agreed to a revised form of it 
whereby (1) existing warranties of merchantability shall extend (re- 
gardless of privity of contract) to all members of the purchaser’s family, 
household and guests, but (2) the “seller’s warranty” so extended is 
that defined by the particular state forum. That is to say: A con 
sumer’s action in warranty is limited to the retailer in those jurisdic 
tions which now require privity of contract for an implied warranty. 
But the revised section equally accommodates an application of the 
more liberal rule of other states wherein a seller’s implied warranty 


is construed to permit a consumer’s direct action against the manu 


facturer or other remote seller. It should be observed that nothing in 
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the Uniform Commercial Code alters or weakens any existing rights 
or remedies in a consumer’s action for negligence and that developing 
case law increasingly permits direct recourse against a manufacturer 
for liability in tort as distinguished from implied contract. 


(3) Section 2-718. Impleader by the Buyer; Notice to Defend. Sec- 
tion 2-719. Direct Action Against Prior Seller. These two sections were 
also strange to the Uniform Sales Act, and we dealt with both as 
presenting a single problem. 

Section 2-718 permitted any dealer to implead his seller in a war 
ranty action, and upon mere notice to defend to hold him conclusively 
liable for any adverse judgment, costs and attorney’s fees. The seller 
was actually denied a similar right of impleader against his dealer, 
notwithstanding the latter might be the party responsible for the breach 
of warranty. Editorial comment stated as a purpose of this section 
that it would simplify and speed up the process of settling claims made 
against intermediate buyers. 

Section 2-719 permitted a direct warranty action by a purchaser 
or his beneficiaries against any or all previous sellers, including the 
manufacturer. It was obviously designed to make the manufacturer 
a defendant in the first instance, and it contained no safeguards 
against his harrassment in the absence of fault on his part. 


The foregoing sections were vigorously opposed as inappropriate 


I t 

in a sales article, for they attempted to supersede all procedural state 
law in conflict with them, and the former section involved the question 
able policy of enacting by reference federal rules of impleader in 
breach-of-warranty actions before state courts. 

These sections were also opposed as inequitable and unwarranted 
in the light of present-day relations between a manufacturer and his 
dealer, and of their joint efforts to safeguard consumers. Consumer 
protection, as distinguished from easy claim recovery, is only assured 
by strong federal and state laws which compel the exercise of strict 
care in the manufacture and handling of food, drug and cosmetic 
products. Under this code the consumer does, of course, enjoy the 
advantage of enlarged remedies, previously mentioned, for enforcement 
in the relatively few cases in which a justifiable claim cannot be settled 
out of court. In this connection it was also deemed important to con- 
sider that if a manufacturer is always to have the legal burden of 
answering for the alleged unwholesomeness of products which have 


long been out of his possession and control, a dangerous hazard to 


the consuming public is introduced. For, easy claim enforcement at 
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the manufacturer’s expense will lessen the incentives of resellers and 
even of consumers to practice the sanitation and care which is always 
necessary to preserve the wholesomeness of food, drugs and cosmetics 
after they have left the hands of the producer. Sections 2-718 and 
2-719 were deleted from Article 2 on Sales, as we recommended. 

In response toa recent request by the Council of our parent Section 
of Corporation, Banking and Business Law, I appeared at its Septem 
ber 16 meeting to report on the status of the sales article of the code 
In behalf of this division I expressed satisfaction with the amendments 
adopted, but I made reservations which principally rest upon the ful 
fillment of assurances by the sponsors that certain editorial comments 
will be rewritten to support our understanding of the text. Several 
members of this division remain apprehensive that courts may inter 
pret the sales article to exclude defensive evidence on the question of 
negligence as inadmissible in a contract action. Therefore I urged 
the inclusion of a forthright statement in the editorial comments to 
this effect: that nothing in Article 2 shall preclude a defendant in a 
breach-of-warranty action from introducing evidence that he exercised 
care, that the injury asserted was due to independent causes beyond 
his control or that there was intervening negligence by another. 

The Council of the Section of Corporation, Banking and Business 
Law of the American Bar Association has just issued a report which 
concludes that the Proposed Uniform Commercial Code has progressed 
to the extent that the sponsors are warranted in introducing it in the 
state legislatures. However, the council recommended prompt com 
pletion and publication of the final text and editorial comments of the 
code and urged the sympathetic reception of any additional suggestions 


or criticism for its further improvement. The proposed code is now 





before the Board of Governors of the American Bar Association for 








approval ;* and it will thereafter be offered for enactment by the vari 





ous state legislatures. 







Annex 





(Excerpts from Final Draft of Proposed Uniform Commercial Code, 
Article 2—Sales. ) 









Sec. 2-134. Implied Warranty: Merchantability; Usage of Trade 





(1) Unless excluded or modified (Sec. 2-316), a warranty that the 





goods shall be merchantable is implied in a contract for their sale if the 






®Such approval was subsequently voted 
by the American Bar Association. 
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seller is a merchant with respect to goods of that kind or though not 
a merchant states generally that they are guaranteed. The serving 
for value of food or drink to be consumed either on the premises or 
elsewhere is a sale. 

(2) Goods to be merchantable must at least be such as (a) pass 
without objection in the trade under the contract description; and 
(b) are of fair average quality in the trade and within the description ; 
and (c) are fit for the ordinary purposes for which such goods are 
used; and (d) run, within the variations permitted by the agreement 
of even kind, quality and quantity within each unit and among all units 
involved; and (e) are adequately contained, packaged, and labeled as 
the agreement may require; and (f) conform to the promises or affirma- 


tions of fact made on the container or label if any. 


(3) Unless excluded or modified (Sec. 2-316) other implied war 
ranties may arise from course of dealing or usage of trade. 
Sec. 2-315. Implied Warranty: Fitness for Particular Purpose. 

Where the seller at the time of contracting has reason to know 
any particular purpose for which the goods are required and that the 
buyer is relying on the seller’s skill or judgment to select or furnish 
suitable goods, there is unless excluded or modified under the next 
section an implied warranty that the goods shall be fit for such purpose 
Sec. 2-316. Exclusion or Modification of Warranties 

(1) If the agreement creates an express warranty, words disclaim 
ing it are inoperative. 

(2) Exclusion or modification of the implied warranty of mer 
chantability or of fitness for a particular purpose must be in specific 
language and if the inclusion of such language creates an ambiguity 
[sic] in the contract as a whole it shall be resolved against the seller; 
except that (a) all implied warranties are excluded by expressions like 
“as is”, “as they stand”, “with all faults” or other language which in 
common understanding calls the buyer’s attention to the exclusion of 
warranties and makes plain that there is no implied warranty ; and (b) 
when the buyer has examined the goods or the sample or model as 
fully as he desired or has refused to examine the goods there is no 
implied warranty with regard to defects which an examination ought 
in the circumstances to have revealed to him; and (c) an implied 
warranty can also be excluded or modified by course of dealing or 
course of performance or usage of trade. 
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(3) Remedies for breach of warranty can be limited in accordance 
with the provisions of this Article on liquidation or limitation of damages 
and on contractual modification of remedy (Secs. 2-718 and 2-719). 
Sec. 2-317. Cumulation and Conflict of Warranties Express or Implied. 

Warranties whether express or implied shall be construed as con 
sistent with each other and as cumulative, but if such construction is 
unreasonable the intention of the parties shall determine which war 
ranty is dominant. In ascertaining that intention the following rules 
apply: .. . (c) Express warranties displace inconsistent implied 
warranties other than an implied warranty of fitness for a particular 
purpose. 

Sec. 2-138. Third Party Beneficiaries of Warranties Express or Implied 

A seller’s warranty whether express or implied extends to any 
natural person who is in the family or household of his buyer or who 
is a guest in his home if it is reasonable to expect that such perso 
may use, consume or be affected by the goods and who is injured 11 
person by breach of the warranty. A seller may not exclude or limi 


the operation of this section. 
Sec. 2-715. Buyer's Incidental and Consequential Damages. 


(1) Incidental damages resulting from the seller’s breach includ 
expenses reasonably incurred in inspection, receipt, transportation and 
care and custody of goods rightfully rejected, any commercially reas 
able charges, expenses or commissions in connection with effecting 
cover and any damages from delay or otherwise resulting from the breach 


(2) Consequential damages which could not reasonably be pre 
vented by cover or otherwise include (a) any loss resulting from 
general or particular requirements and needs of which the seller at 
the time of contracting had reason to know; and (b) injury to person 
or property proximately resulting from any breach of warranty. 
Sec. 2-719. Contractual Modification or Limitation of Remedy. 

(3) Consequential damages may be limited or excluded un 
less the limitation or exclusion is unconscionable. Limitation of con 
sequential damages for injury to the person in the case of consumer 
goods is prima facie unconscionable but limitation of damages where 


the loss is commercial is not. 
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The New Prescription Drug Law 


ENACTED BY THE DURHAM BILL (H. R. 3298) AS A PART 
OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 


By CHARLES WESLEY DUNN 


This Address Was Delivered at the Midyear Meeting 
of the American Pharmaceutical Manufacturers’ Asso- 
ciation, Held in New York City on November 26, 1951 





nae YEAR I discussed the bill for a new prescription drug law 
in the Federal Food, Drug, and Cosmetic Act, proposed by the 
National Association of Retail Druggists. This year I will discuss 
the law thus eventually enacted by Congress, for it is one of funda- 
mental significance to the drug industry, the professions of pharmacy 
and medicine, and the general public. 


Introduction 


The new law is added to Section 503(b) of the FDC Act; and 
it replaces the old law principally made by exemption regulations under 
Section 502(f)(1) of this Act, which requires the labeling of drugs 
to bear adequate directions for their use. It was enacted on October 
26 last and will be effective on April 26 next. It applies to the unsafe 
drugs made subject thereto, which are introduced into interstate com- 
merce for human use; and they are herein described by that name, 
for convenience. Consequently it does not apply to unsafe animal drugs 
and therapeutic devices. Their prescription control will be maintained 
as heretofore by regulations under the latter section, which will now 
be duly revised. Such a divided prescription state of the FDC Act 
is a formal defect in it; and that is especially true in the case of unsafe 
devices for human use. 

This law is practically divided into three distinctive parts. Part I 
is the basic one, which requires a strict prescription dispensing of 
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unsafe drugs by retail druggists (acting under the supervision of a 
registered pharmacist as required by state law). Part II is a supple 
mental one, which regulates the interstate label of such drugs. And 
Part III is a definitive one, which classifies the drugs subject to this 
law. That final part invites particular consideration, because it deals 
with an objective definition of a prescription drug; and such a definition 
presents important questions of law and policy. Hence the new law 
is designed and effective so to control the retail dispensing of unsafe 
drugs, for the protection of public health. And the FDC Act is legally 
empowered to regulate the intrastate sale of interstate drugs, by the 
Miller amendment of it and the Supreme Court's decision on it in the 
Sullivan case (332 U.S. 689). 


Part | 





a.—The basic law of Part I is substantially as follows: (7) each 


unsafe drug shall be dispensed by retail druggists only upon a written 
or an oral prescription of a practitioner licensed by law to administer 
it; (2) the prescription shall be refilled only where authorized by the 
prescriber, in the original prescription or by an oral order; (3) an oral 
prescription or order shall be promptly reduced to writing and filed 
by the pharmacist; and (4) a drug dispensed contrary to any of these 
provisions is misbranded while held for sale, within the meaning and 
prohibition of the FDC Act. 

This law then adds three incidental provisions. The first provision 
is that unsafe drugs dispensed in compliance with it shall be exempt 
from the label, labeling and packaging requirements of Section 502 
in the FDC Act, except as stated and if the druggists themselves label 
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such drugs as indicated. Suffice it here to say that this provision is an 
appropriate one, exclusive of its exemption from the requirement ban- 
ning a misleading container. The second provision is a related qualify- 
ing one, for it is that this exemption from Section 502 shall not apply 
to any unsafe drug dispensed in a business of dispensing drugs to the 
consuming public, pursuant to mail diagnosis. | should now make 
the following comments on this provision. The first comment is that 
the old prescription drug law of the FDC Act contained a similar 
provision; and consequently such law continues unchanged, in this 
respect. The second comment is that the bill for the new prescription 
drug law originally extended this provision. For it then recited that 
the above exemption from Section 502 shall not apply to any drug 
dispensed in a business of dispensing drugs “pursuant to diagnosis by 
mail or otherwise without examination of the patient.” But the Senate 
eliminated the added italicized language; and its report states in 
effect that this was done because the basic prescription requirements 
of the new law adequately safeguard the public health here. In short: 
Under this law one engaged in the business of dispensing an unsafe 
drug to the consuming public, pursuant to mail diagnosis, must comply 
with two safeguarding conditions. They are: first, the drug must be 
dispensed only on the strict prescription basis defined by such law; 
and, second, it must comply with all the labeling (etc.) requirements 
in Section 502 of the FDC Act, including those for adequate directions 
and warnings. Moreover the first condition is only satisfied by the 
bona-fide existence of a due medical relation between the prescriber of 
the drug and the patient who thus secured it by mail diagnosis; the 
seller of the drug by such diagnosis must be duly certain that this 
relation actually exists; and he is also subject to the further control 
of the applicable medical, pharmacy and other (for example, narcotic) 
laws. By all this I mean to emphasize that the prescription drug law 
before us does not provide any loophole for the business of dispensing 
unsafe drugs to the consuming public by mail diagnosis, because such 
dispensing is legally secured by the prescription, medical, pharmacy, 
labeling and other requirements necessary to prevent any abuse of it 


dangerous to the public health. 


The third provision is a jurisdictional one, because it provides that 
this law shall not relieve any person from any requirement made by 
or under the federal narcotic laws cited. Of them the Harrison narcotic 


law of 1914 is the major one, since it broadly governs narcotic drugs 
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legitimately used for medicinal purposes. Therefore the requirements 
of that law remain unimpaired and supersede those of this law, where 


they overlap. 


b.—Now it is manifest that this basic law is a strong national 
law to control the dispensing of unsafe drugs by retail druggists, on 


a strict prescription basis; and that it is one necessary and effective 


to protect the public health. 


Moreover such law is a vast improvement over the old prescription 
drug law of the FDC Act. For, in the first place, it is a positive statute 
law of assured character, whereas the old law was an exemption regu- 
lation, one of doubtful character. In the second place, it expressly 
requires that the refilling of a prescription for an unsafe drug shall be 
authorized by the prescriber, whereas the old law did not do so. That 
was a dangerously serious defect and a major reason for the new law. 
And, in the third place, it liberalizes the old law in three significant 
respects. They are: (1) it permits a safeguarded oral prescription or 
order by the prescriber, which the old law did not; (2) it authorizes 
any practitioner licensed by law to administer an unsafe drug to pre 
scribe it, whereas the old law confined this authority to a licensed 
physician, dentist or veterinarian ; and (3) it excludes prescriptions for 
safe drugs and therefore allows a free filling and refilling of them by 
retail druggists, which the old law did not. I should add | 
new law likewise does not apply to a practitioner’s own administration 
or other dispensing of an unsafe drug, in the lawful course of his 
profession and on a noncommercial basis. But while this law is 
more liberal one in these respects and however important they may be, 
the dominant fact remains that in its basic regulatory conception it 


] 
| 


is far more severe than the old law and will place retail druggists under 


a much closer and broader prescription control. Consequently and from 
that infinitely more important standpoint, it cannot be said that th 


regulation of this new law is less or easier for such druggists. 


Furthermore, this new prescription drug law is the very reverss 
of that proposed by the NARD, in its original bill for it. For that bill 
enacted a law which simply exempted unsafe drugs from label, labeling 
and packaging requirements of Section 502 of the FDC Act, if they 
are dispensed on the defined prescription basis. Such a law is actually 
weaker than the old one and utterly inadequate to prevent a harmful 
or fatal dispensing of these drugs, on a nonprescription basis. Like- 


wise it is fundamentally different from and weaker than the new law 
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enacted by Congress, because the latter positively forbids the retail 
dispensing of unsafe drugs except on a strict prescription basis and 
then incidentally exempts them from such requirements. I revealed 
this situation, in my testimony before the House committee on that 
bill. I then submitted a revision of it, which converted its law into 
such a positive one; the FDA and committee both approved the prin- 
ciple of this revision; and the bill was thereafter enacted in that 


completely reversed form. 


c.—Turning next to the regulatory provisions of such basic pre- 
scription drug law I note that while it is an inherently strong one, it 
invites a critical pro forma observation. The observation is that, on 
the one hand, this law omits indicated provisions and, on the other 
hand, it contains doubtful provisions. The law omits indicated pro- 
visions, because (for example) it contains no direction for the filing 
of original prescriptions or how such prescriptions and the written 
record of oral prescriptions and orders shall be filed or how long the 
pharmacist shall keep the over-all prescription record. That omission 
is a gap in this law and it is no answer to say that such gap is otherwise 
legally closed, for this may or may not be so; and in any event the 
regulation of such a national prescription drug law should be practi- 
cally complete in itself. 

The law contains doubtful provisions, because (for example) it 
does not define any of its key terms; and they more or less have an 
uncertain meaning. That comment is illustrated by a reference to the 
undefined terms “prescription,” “order,” “oral,” “authorized,” “promptly,” 
“writing” and “filed.” The Senate committee partly interpreted these 
uncertain terms by saying in effect with respect to an oral prescription 
or order: It includes a telephoned one; it may be communicated by the 
prescriber himself or under his express authority; and the pharmacist 
must obtain satisfactory evidence, by consultation with the-prescriber 
or otherwise, that it has been expressly authorized by him. (I pause 
here parenthetically to note that while this is a law to regulate the 
dispensing of unsafe drugs by retail druggists, their employed pharma- 
cists instead are importantly made responsible for compliance with it.) 
But that Congressional interpretation of uncertain terms in the law is 
limited; and after giving due weight to it, the meaning of such terms 
largely remains open. 


The FDA plans to clarify the foregoing situation by administrative 


statements interpreting this basic law; and by formal regulations to 
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enforce it, which the Senate report expressly contemplates. For it 
states (inter alia) that the Federal Security Agency may adopt regu 
lations needed for an efficient enforcement of the oral prescription or 
order provision and may find it desirable thus to require special records 
by the pharmacist for habit-forming drugs. I note that there is a funda- 
mental legal distinction between such administrative statements and 
enforcement regulations, respectively, because the former are simply 
advisory in character whereas the latter have the force of law until 
they are judicially invalidated. I should go on to say that since this 
basic law does not expressly authorize such regulations, they must be 
made under Section 701(a) of the FDC Act. It broadly states that the 
authority to promulgate regulations for an efficient enforcement of the 
Act, except as otherwise provided in this section (which exception 
does not apply here), is vested in the Federal Security Administrator. 
Hence the FDA can only recommend such regulations to him and he 
will make the final decision about them. But it has been argued that 
Section 701(a) only refers to regulations expressly authorized else 
where in this Act. This legal question can only be determined by the 
courts; and in the meanwhile enforcement regulations under that sec 
tion, relating to this law, remain effective. It should be added here 
that any such regulations will be promulgated after January 1 and 
before April 26 next; and Section 701(a) does not require that the 
proposed regulations be submitted for advance public hearing or re 
view. But they will be published for that review; and the FDA invites 
responsible suggestions with respect to them, which the professions 
of pharmacy and medicine should make in order to assure due regu- 
lations. 
Part Il 

a.—That statement completes my present analysis of basic Part I 
of this new prescription drug law; and | will next discuss the supple 
mental Part IT. 

[It requires that the interstate label (as distinguished from labeling) 
of unsafe drugs shall bear the guiding statement “Caution: Federal 
law prohibits dispensing without prescription.” This requirement ap 
plies to the manufacturers (including other primary sellers) of these 
drugs; and it is that they shall be thus labeled, from the time they are 
originally interstate shipped until they are finally intrastate dispensed. 
It will be observed that this is an absolute and unqualified require- 
ment, which contains no exception with respect to drugs sold for 
manufacturing purposes; whereas the old prescription drug law of the 
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FDC Act, made by regulations under Section 502(f)(1), permits such 
drugs to be instead labeled “For manufacturing use only.” This 
appropriate label statement may and doubtless will be continued by 
the revised regulations under that section. 


This prescription notice on the interstate label of unsafe drugs is 
a substitute for the one heretofore specified by the regulations under 
that section. It read “Caution: To be dispensed only by or on the 
prescription of a physician” (or, alternatively, a dentist or veterinarian). 
Each notice is an instruction accordingly to retail druggists ; and while 
the new one is shorter and more precise, the old one was practically 
sufficient. I should add here that the revised regulations under the 
above section, dealing with unsafe animal drugs and therapeutic de- 
vices, should likewise substitute this new prescription notice for a 
uniform label practice in the circumstances. 


b.—This requirement of a new prescription notice is of course 
effective on April 26 next. Consequently it provides that the interstate 
label of unsafe drugs must substitute this notice, by that date. Such 
a time limit creates no difficulty for the manufacturers of unsafe drugs, 
if their interstate label can be reprinted with the new prescription 
notice by them. But it does create a difficulty for them, where such 
drugs then remain unsold and are still labeled with the old prescription 
notice. The FDA recommends that this difficulty be solved by previ 
ously substituting the former notice, on a sticker basis; and I advise 
that procedure, to a maximum practicable extent. We shall hope that 
this solution is available, as a rule. But I am confident that the new 
prescription drug law will not be enforced against any reasonable 


exception to this rule, for a necessary temporary period after that date. 


This confidence is warranted by sound reasons. They are: (1) the 
FDA is a just enforcement agency; (2) it must and consequently does 
tolerate a violation of the old law, where manufacturers necessarily 
begin to use the new prescription notice before April 26; (3) it must 
and therefore should equally folerate a violation of the new law, if 
and to the extent. they cannot reasonably substitute this notice by 
that date; (4) such a violation of this law is a wholly technical 
one involving no danger whatever to public health, because the old 
prescription notice is an adequate instruction to retail druggists; (5) 
it is also an immaterial violation, because this law is directed to prohibit 
such druggists from dispensing unsafe drugs on a nonprescription basis 


and it can be strictly enforced against their doing so notwithstanding 
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such drugs are still labeled with the old prescription notice; and (6) 
retail druggists can immediately use their own valid label for such 
drugs, in any event. Moreover the FDA has recognized a necessary 
enforcement tolerance in the past, where manufacturers have been 
confronted with the same transitional compliance problem. This prob- 
lem existed when the product requirements of the 1906 Federal Food 
and Drugs Act were changed by the succeeding 1938 Federal Food, 
Drug, and Cosmetic Act. While the problem created by that Act was 
greater, it was actually less difficult than that presented by the new 
prescription drug law before us. For the former Act became effective 
in one year, whereas the latter law is effective in six months; and 
consequently its transitional compliance problem requires more en- 
forcement tolerance accordingly. [I should also note that this problem 
has likewise existed in the past, whenever the product requirements 
of the FDC Act itself have been changed by amendment, regulation 
or a revision of the official compendia; and that it will continue to exist 
in the future, when a like situation develops. In short: We are dealing 
here with a normal and unavoidable problem of transition from old to 
new composition, label, labeling and packaging requirements under 
our national food and drug law; and it must always be solved on the 
basis of a balanced maximum compliance effort by the manufacturers 
and a reasonable enforcement tolerance by the FDA. 


[It remains to add here that the April 26 date for the new prescrip 
tion notice also creates an apparent difficulty for the manufacturers 
of unsafe drugs, labeled with the old notice, which then remain in the 
interstate stock of wholesale and retail druggists. This is so because 
drug manufacturers customarily assume the legal responsibility for a 
resale of their products in violation of the FDC Act by a due guaranty 
thereunder, where that violation relates to the original composition 
or label (etc.). But while this is true I advise that they need not incur 
the material expense of recalling such unsafe drugs to relabel them 
with the new prescription notice, for the enforcement tolerance reasons 
stated; and the FDA sanctions this advice. But I should go on to say 
that because the new law before us gives essential public health pro- 
tection immediately necessary, retail druggists should begin at once 
to comply with its basic prescription requirements. If they do so, 
then their transitional use of the old prescription notice has no danger- 
ous significance; and even that technical situation is corrected by a 
substitution of their own valid label, which can likewise be done at 


once. I should also note this further observation: If a retail druggist 
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violates any of these basic requirements on and after April 26 with 
respect to an unsafe drug labeled with that old notice and not subject 
to guaranty, he will face an increased penalty for such additional 


violation of the Act. 


c.—Having thus required this new prescription notice on the inter- 
state label of unsafe drugs by April 26 next, Part II of the law before 
us then prohibits its use for safe drugs. They are drugs which may 
be safely retailed over the counter, under the FDC Act. Section 
502(f)(1) thereof provides that the labeling (as distinguished from 
label) of such drugs must instead bear adequate directions for their 
use, except where they are administratively exempted from this pro- 
vision. These directions are broadly explained in the old regulations 
under that section; and it may be said that they are specific directions 
to the consuming public (1) for what and (2) how therapeutically to 
use these drugs, which are sufficient and justified in each instance. 

[ now go on to advise that if the labeling of a safe drug fully bears 

? 


the adequate directions required by Section 502(f)(1), it can addi 


tionally declare that such drug may be alternatively used as directed 
by the physician (or other lawful practitioner) ; and this advice is also 
sanctioned by the FDA. For that optional alternative direction is a 
plus one, which has been traditionally used in the-labeling of important 
pharmaceutical drugs retailed on an over-the-counter basis; and it 
expresses a sound policy, from the public health standpoint of the FDC 
\ct. This is so because, while such drugs can be safely retailed on that 
basis, they may be better used under medical supervision ; and therefore 
the consuming public should be given the choice of using them accord 


ingly, for improved medical care. 


But the FDA conversely rules that the labeling of a safe drug 
cannot legally substitute the statement “use as directed by the physi 
cian” (or other lawful practitioner), in whole or part, for the specific 
“what” and “how” directions required by Section 502(f)(1). This 
ruling has been challenged on the ground that the Senate eliminated 
a provision in the bill for the new law under review, which banned 
any statement on the label of such a drug representing or implying 
that its dispensing without a medical prescription is unlawful. But 
it may be replied that in its report on such bill the Senate plainly says 
in effect that the foregoing medical supervision statement cannot be 
substituted for either specific direction, required by that section. In 


any event this is a legal question for determination by the courts. I 
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should now go on to add four related comments. The first comment 
is that the permission to use an alternative medical-supervision direc- 
tion in the labeling of an important over-the-counter drug may be 
practically enough, in the circumstances. The second comment is that 
if the Federal Security Administrator confirms the above ruling in 
enforcement regulations under Section 70l(a) of the FDC Act and 
they are inherently valid, the question whether it is legal becomes 
academic. The third comment is that Part II of this law is designed 
to establish a plan for the interstate label of drugs, which clearly 
distinguishes the unsafe drugs that are to be dispensed by retail 
druggists only on a prescription basis, whereas the exclusive use of 
a medical supervision direction on that label for a safe drug may well 
mislead druggists into dispensing it on a prescription basis instead, 
to a more or less extent. The fourth comment is that if an unsafe drug 
is duly labeled with the new prescription notice, specific “what” and 
“how” directions for its use may be legally added on its label or 
included in its labeling or otherwise provided to licensed practitioners 
and retail druggists, for their guidance; and this advice is likewise 
sanctioned by the FDA. 
Part Ill 

a.—We finally come to Part III of the new prescription drug law 
in the FDC Act, which defines its product application. That is done 
by dividing prescription drugs into three classes. The first class in 
cludes the habit-forming drugs named in and under Section 502(f) 
of the FDC Act, except where they are administratively removed from 
this class by regulation on the ground that their prescription control 
is not necessary for the protection of public health. I should note that 
this is the first regulation expressly authorized by such law; that it is 
permissive and not mandatory in character; and that presumably it 
will be consolidated with any enforcement regulations made under 
Section 701(a) of this Act. The former section principally requires 
that the label of the narcotic or hypnotic substances named in it and 
of their chemical derivatives designated under it shall bear the state- 
ment “Warning—May be habit forming.” But the law before us 
exempts an unsafe drug from that requirement, where it is dispensed 
by retail druggists on the defined-prescription basis and they substitute 
their own described label. I should go on to recall that all the above 
drugs remain subject to the applicable federal narcotic laws cited in 
the foregoing law; and that their requirements supersede those of this 


law, where they overlap. 
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The habit-forming drugs named in Section 502(b) are alpha, eucaine, 
barbituric acid, beta-eucaine, bromal, cannabis, carbromal, chloral, 
coca, cocaine, codeine, heroin (which, however, is elsewhere outlawed), 
marihuana, morphine, opium, paraldehyde, peyote, or sulphonmethane. 
The chemical derivatives of such drugs administratively designated as 
habit-forming, under this section, are named in an annex hereto (Annex 
\). Of such habit-forming drugs and derivatives the most prominent 
in the mind of Congress were the barbiturates, for the Senate report 
on the bill for this law contains the following statement: 

This bill strengthens the controls over the habit-forming barbiturates. The 
problems of misuse of these drugs—to the detriment of the public—especially of 
young people—are growing and must be controlled in the public interest. The 
bill requires that they be sold only on prescription and forbids unauthorized re 


fills of prescriptions for them. In this, it is a definite and clear step forward 
It is felt, however, that these drugs pose a special problem not common to all 


drugs because they are desired by addicts for nonmedical use. This will call for 
their special treatment, and the committee wishes it understood that in recom 
mending the passage of this bill, as amended, it does so with the knowledge that 
further legislative consideration must be given to adequate barbiturate controls 


Therefore I recommend that the question of such further bar 
biturate legislation receive appropriate consideration by the drug in 
dustry and the professions of pharmacy and medicine. 


It should now be further said that this first class of prescription 
drugs also invites the following additional comments. The first com 
ment is that the drugs within this class are all legislatively listed, on 
a mandatory basis. The second comment is that, as previously indi 
cated, they are all drugs for human use. The third comment is that 
they were all equally subject to the old prescription drug law of the 
FDC Act, although it did not expressly mention them. The fourth 
comment is that the drugs administratively removed from this class 
will doubtless include: (7) the nonhabit-forming external-use and chloro 
butanol-ingredient drugs, administratively exempted from Section 502(d) ; 
(2) the nonhabit-forming preparations and remedies exempted from 
the Harrison narcotic law, because of their low narcotic content or 
external use; and (3) other narcotic or hypnotic drugs, which are 
idministratively deemed nonhabit-forming and therefore safe for retail 
ver the counter. The FDA invites suggestions by the drug industry 
and the professions of pharmacy and medicine, with respect to the last 


removed drugs; and this official invitation should receive due con 


sideration by them. 
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b.—The second class of prescription drugs includes the “new 
drugs” governed by Section 505 through an effective application, which 
are thereby required to be used only under the professional super 
vision of practitioners licensed by law to administer them (mainly 
physicians), except where they are administratively removed from 
this class by regulation on the ground that their prescription control 
is not necessary for the protection of public health. I should note that 
this is the second and last regulation expressly authorized by the 
law under review; that it is likewise permissive and not mandatory 
in character; and that presumably it will also be consolidated with 
any enforcement regulations, made under Section 701(a) of the FD¢ 


\ct. 


The effective “new drug” applications under Section 505 now 
approximate six thousand; of them about two thousand are for animal 
drugs ; and it is estimated that at least three thousand of the remaining 
applications require their drugs to be used only under medical super 
vision. This is a large number of prescription “new drugs”; the FDA 
plans to list them, on an advisory basis; and it also plans to limit their 
list, by dividing such drugs into broad categories to the available 
extent. Moreover it plans a further regulation of their listing, which 
is effective to prevent any resulting industrial unfairness. For example: 
the unfairness of listing an original-prescription “new drug,” until it 
is marketed. I should now go on to emphasize two related points. The 
first point is that presumably this list of prescription “new drugs” 
will not include the names of their manufacturers; and in that event 
it will (as it should) be a wholly objective one. The second point is 
that in listing such drugs the FDA is reversing its traditional policy 
not to publish “new drugs,” which are subject to an effective applica 
tion. For this policy is contemplated by Section 301(1) of the FD¢ 
\ct, which prohibits any reference to Section 505 in the labeling o1 
advertising of “new drugs”; and it has been practically designed to 
obviate any business hardship caused by their publication. If this 
policy is now reversed to the extent of thus listing the prescriptior 
“new drugs” subject to the new law before us, that will be done to 
effectuate this law by informing the drug industry and the professions 
of pharmacy and medicine of its product application accordingly. 

It should next be said that this second class of prescription drugs 


also invites the following additional comments. The first comment is 


that all drugs within this class will be administratively listed o1 
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an advisory basis, under and according to the above plan. The second 
comment is that they are all likewise drugs for human use. The third 
comment is that they were all likewise equally subject to the old 
prescription drug law of the FDC Act, by express provision in the 
regulations under Section 502(f)(1). The fourth comment is that the 
administrative removal of “new drugs” from this class must be previ- 
ously cleared under Section 505; and that the FDA plans also to divide 
such removed drugs into broad categories, to the available extent. 
The fifth comment is a basic one. It is that because this class includes 
all prescription “new drugs,” the product application of the law under 
review is left open only to the extent of prescription “old drugs” which 


are not within the first class of habit-forming drugs. 


c.—The third class of prescription drugs under this law is sharply 
distinguished from the preceding two classes, because it is a general 
one determined by an objective definition of such drugs. For they are 
here defined to include any drug intended for use by man which, be- 
cause of its toxicity or other potentiality for harmful effect, or the 
method of its use, or the collateral measures necessary to its use, is 
not safe for use except under the supervision of a practitioner licensed 
by law to administer it (who is mainly a physician). That is essen 
tially the definition of a prescription drug under Section 505 of the 
FDC Act. But while this class is a general one, it has an importantly 
limited product application, for, in the first place, it thus only includes 
drugs for human use. In the second place (as previously indicated), 
it only includes prescription “old drugs” not within the first class of 
habit-forming drugs, because all prescription “new drugs” are within 
the second class. And I should now add that since all the former drugs 
were likewise subject to the old prescription drug law of this Act, 
the new law before us has the same over-all product application, unless 


itis qualified as later indicated. 


This objective definition of prescription drugs was the major con 
troversy in the enactment of such law. For the bill to enact it origi 
nally contained an administrative definition instead, which broadly 
empowered the Administrator of the FDC Act to define prescription 
drugs, subject to public hearing and court review; but such restraint 
might prove to be of no actual value. The NARD proposed that admin 
istrative definition and the FDA approved it, whereas the drug in- 


dustry advocated a substitution of this objective definition; and the 


professions of pharmacy and medicine supported it in doing so. | 
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explained the fundamental objection to an administrative definition of 
prescription drugs in my address last year. Suffice it now merely to 
say: This objection is that such a definition is effective to create a 
government control over the conduct of the aforesaid industry and 
professions, which is basically unsound and practically unnecessary. 
And because an administrative definition invites this significant objec 
tion, Congress finally decided to substitute an objective definition for it. 
[ should now go on to say that a bill has been introduced into 
Congress to reverse that decision. This bill is H. R. 5718, by Mr. 
Roberts, before the House Commerce Committee. It creates an inde 
pendent National Drug Commission, which is empowered administra 
tively to determine what drugs are within the objective definition of 
prescription drugs in the law before us, subject to a like public hear 
ing and court review. The commission has 11 members, of whom te: 
are appointed by the President (with the Senate’s approval) and one is 
the Federal Commissioner of Food and Drugs. The appointed mem 
bers are divided as follows: Three represent the general public, thre 
represent the retail druggists, three represent the drug manufacturers 
and one represents the medical profession. These appointed members 
are paid and each serves for a five-year term, except as provided; and 
the commission would apparently operate on the basis of a majority 
vote. Aside*from the fact that this commission is unsoundly organized 
(because, for example, it includes no representative of the pharmacy 
profession and only one representative of the medical profession), its 
plan for an administrative definition of prescription drugs is open to 
the same fundamental objection; and consequently that bill should 
be equally opposed. Fortunately it is not a serious threat, at the pres 
ent time. For Congress has just rejected its plan; and the FDA does 
not recommend its enactment. This last is presumably so for three rea 
sons. They are, first, such an independent commission would divide 








the administration of the FDC Act; second, we should determine by) 





experience how this objective definition of prescription drugs works 





out under the new law before us; and, third, if this definition is prac 






tically successful, there is no need for further legislation with respect 
to it. 






d.—The objective definition of prescription drugs in this law 





invites additional important comments. The first comment is that it 






is similar to the objective definition of such drugs in the old prescrip 
tion drug law of the FDC Act (which only contained that definition), 
except in two particulars. The first difference is that the original defi 
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nition applied to a drug “safe and efficacious” for use only under med- 
ical supervision, whereas the new definition omits this reference to 
efficacy. The second difference is that the original definition left such 
question of safe use for opinion decision by experts, who are qualified 
by scientific training and experience to evaluate it, whereas the new 
definition makes this question one of fact, to be determined by any 
competent and relevant evidence. And these may be significant dif 
ferences, respectively, in both fact and law. It should be further noted 
here that the Senate report on the bill for such law makes the follow- 
ing statement with respect to the new definition’s omission of a refer- 
ence to efficacy: 

This omission is not intended to mean that the only matter to be considered 
in applying the definition is whether or not a particular drug is poisonous. The 
word “safe”, as used in the definition, is intended to have its ordinary meaning. 
For example, nontoxic drugs like quinidine sulfate, intended for heart disease, or 
penicillin, for infections, are not safe for self-medication because their unsuper- 
vised use may indirectly cause injury or death. The language of the definition 
clearly shows that toxicity is only one factor to be considered by the courts in 
determining whether a particular drug is safe for use without medical supervision 
The definition requires the court to consider also other potentialities for harmful 
effect, the method by which the drug is used, and the collateral measures that 
may be necessary in order to use the drug safely. When this language is given 
judicial interpretation consistent with the over-all purpose of the Federal Food, 
Drug, and Cosmetic Act to protect the public health it will effectively restrict 
to prescription sale all drugs that require professional supervision for their use. 


The foregoing statement raises the question whether the new 
objective definition of prescription drugs under review will be enforced 
more or less to restore “efficacy” as a test of safety under it, notwith- 
standing its omission by Congress and because this definition broadly 
applies to a drug which ts safe for use only under medical supervision, 
“because of its toxicity or other potentiality for harmful effect” (etc.). 


The second comment is that the FDA plans to recommend that 
the Federal Security Administrator interpret the undefined key terms 
of this objective definition, in enforcement regulations under Section 
701(a) of the FDC Act; and it remains to be seen whether or how he 
will do so. They are principally the terms “toxicity,” “other poten- 
tiality for harmful effect,” “the method of its use,” and “the collateral 
measures necessary to its use.” These regulations are not expressly 
authorized by the new prescription drug law before us; and conse- 
quently I recall their challenge, previously explained. I also recall 
my statement that any proposed regulations under this section will 


be published, for advance review by all concerned. 
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The third comment is that the Senate report on the bill for this 
law states in effect that the Federal Security Administrator legally 
can and practically should broadly interpret the product application 
of this objective definition of prescription drugs by enforcement regu 
lations under the foregoing section; and it likewise remains to be 
seen whether or how he will do so. For that report says: 

In order to give this general definition a more precise meaning so that it may 
be applied with greater uniformity by the drug trade the Adminstrator can exer 
cise the authority he has under section 701 (a) of the Federal Food, Drug, and 
Cosmetic Act to issue interpretative regulations. It is to be understood that the 
inclusion of the statutory definition does not, of course, in any way derogate from 


the Administrator’s authority to interpret and enforce the definition through 
issuance of any regulations necessary or appropriate to protect the public 
indiscriminate dispensing of drugs over the counter when they may | 

for use without the supervision of a practitioner licensed by law 

such drugs 


sut I should now go on to say (in addition to the above general 


observations on such regulations) that nothing in this report can alte: 
the basic fact that the Administrator actually has no power to list 
the prescription drugs thus objectively defined, on a legal and man 
datory basis, by such regulations or otherwise. For Congress expressl\ 
substituted this objective definition of prescription drugs for an admin 
istrative one, in order to prevent an administrative listing of them on 
that basis; and consequently the former definition can only be legall 
interpreted by the courts, through a case-by-case procedure. It is 
important to note here that we have a partial notice of what drugs 
would be thus administratively placed in a prescription category. For 
the FDA submitted an exemplary list of them to the House Commerce 
Committee, when it was considering the question whether to write 
such a list into the new prescription drug law for the purpose of inter 
preting an objective definition therein. This list is annexed hereto 
(Annex B). 


e.—I conclude by adding two final comments on this objective 
definition of prescription drugs. The first comment is that the Federal 
Security Administrator may issue an interpretative list of drugs sub 
ject to this definition on an advisory basis instead. But such a list 
should not be added to enforcement regulations on the law before us, 
made under Section 7Ol(a) of the FDC Act, for these regulations 
should apply only to what is or can be mandatory under this Act, be 


cause they have the force of law until they are judicially nullified 


Consequently any such list should only be issued in an administrativ: 
statement, which simply has an advisory effect. But it should be added 
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here that an official advisory list will virtually have the force of law, 
because and to the extent it practically compels compliance therewith. 


The second comment is that the FDA now plans the issuance of 
such an official advisory list, if the drug industry itself does not vol- 
untarily and appropriately develop it, and provided that the Federal 
Security Administrator approves this course. That is a situation which 
must give serious pause to the drug industry. And I advise that this 
industry thus develop such an advisory list, to the extent of duly solving 
the problem of borderline drugs; and that it do so in cooperation with 
the retail druggists and also (to the available extent) with the pro 


fessions of pharmacy and medicine. 


[ believe that the drug industry is constrained to do so, for four 
convincing reasons. The first reason is that acting through its major 
national associations, this industry gave a pledge to the House Com- 
merce Committee that it would develop such an advisory list to that 
extent, if Congress would substitute this objective definition for an 
administrative one in the law before us, which it eventually did. The 
second reason is that the development of such an industry advisory list 
will (it is hoped) make the issuance of an official one unnecessary. The 
third reason is that an adequate industry list will also operate to 
prevent an amendment of this law, which sanctions an administrative 
interpretation of its objective definition. The fourth reason is that 
such a list is practically required, in the circumstances. That fact was 
demonstrated by the evidence adduced at the hearings 01 the bill for 
this law, for it proved that numerous borderline drugs are now mar 
keted on both a prescription and a nonprescription basis; and that 
the status of such drugs should be generally clarified under this law, 


for the guidance of all concerned. [The End] 


Annex A 
The following administrative regulation (in major part) was 
promulgated on January 20, 1942, under Section 502(d) of the FDC 
(ct: 
Each of the following chemical derivatives of a substance named 
in Section 502(d) of the Federal Food, Drug, and Cosmetic Act is 
hereby designated as habit-forming : 


Parent Substance.—Barbituric Acid. Chemical Derivatives \lur 


ate; Amytal; Barbital; Butisol; Cyclopal; Cyclopen; Delvinal; Dial: 


Eldoral; Eunarcon; Evipal; Ipral; Mebaral; Narconumal; Neonal; 
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Nostal; Ortal; Pentenal; Pentobarbital; Pentothal; Pernoston; 
Phanodorn ; Phenobarbital ; Proponal; Rectidon; Rutonal ; Sandoptal ; 
Sigmodal; all lithium, sodium, potassium, magnesium, calcium, stron 
tium, and ammonium salts of the foregoing chemical derivatives of 
barbituric acid; Seconal; all salts of the foregoing chemical derivative 
formed by replacing the sodium with lithium, potassium, magnesium, 
calcium, strontium, or ammonium radical. 


Parent Substance.—Bromal. Chemical Derivatives—Bromal Hy 
drate ; Brometone ; Bromoform. 


Parent Substance.—Cannabis. Chemical Derivative —Extract of 
Cannabis. 

Parent Substance.—Marihuana. Chemical Derivatives.—Fluidex 
tract of Cannabis; Tincture of Cannabis. 

Parent Substance.—Carbromal. Chemical Derivatives \cetvlcar 
bromal: Bromural; Neuronal; Sedormid. 


Parent Substance.—Chloral. Chemical Derivatives —Al|pha-Chlo1 
alose ; Chloralformamide ; Chloral Hydrate; Chloralimide ; Chlorobu 
tanol. 

Parent Substance.—Cocaine. Chemical Derivatives—Al\ salts of 
cocaine obtained by combining cocaine with any acid. 

Parent Substance.—Codeine. Chemical Derivatives —Dicodid ; 
Eucodal; all salts of the foregoing chemical derivatives of codeine, and 
all salts of codeine, obtained by combining any such derivative or 
codeine with any acid ; Eucodin. 

Parent Substance.—Heroin. Chemical Derivatives—All| salts of 
heroin obtained by combining heroin with any acid. 

Parent Substance.—Morphine. Chemical Derivatives.—Dilaudid : 
Ethylmorphine ; Paramorphan; all salts of the foregoing chemical de 
rivatives of morphine, and all salts of morphine, obtained by combining 
any such derivative or morphine with any acid. 

Parent Substance.—Opium. Chemical Derivatives —FExtract 
Opium ; Fluidextract of Opium; Tircture of Opium. 


Parent Substance.—Paraldehyde. Chemical Derivative-—Metald 





hyde. 
Parent Substance.—Sulphonmethane. Chemical Derivatives.—Sul 
fonethylmethane ; Sulfondiethylmethane. 
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This regulation further provides: The names of habit-forming 
drug derivatives listed in the proposed regulations will be regarded 
as the common or usual names of such derivatives for the purpose of 
enforcement of Section 502 of the Federal Food, Drug, and Cosmetic 


Act. 
Annex B 


The following is the exemplary list of prescription drugs prepared 
by the FDA and submitted by it to the House Commerce Committee, 
when the latter was considering the question whether to write such a 
list into the new prescription drug law of the FDC Act, to interpret an 
objective definition of such drugs in this law: 


Acetanilid—except in daily dose of not more than 5 grains and 
not more than 2'™% grains during any three-hour period; Adrenal Cor- 
tex Hormones (Cortisone, etc.) ; Aminophylline; Aminopyrine; Am- 
phetamine — dextro-amphetamine, methamphetamine (Benzedrine, 
Dexedrine, Desoxyn); Androgenic Substances: Antibiotics—except 
those for which effective applications under Section 505 or certification 
under Section 507 permit over-the-counter sale; Antihistamines—ex- 
cept those for which effective applications under Section 505 permit 
over-the-counter sale; Antimalarials—except cinchona and the cin- 
chona alkaloids; Bromides—except in daily dose of not more than 30 
grains and not more than 15 grains during any three-hour period; 
Cantharides—except for external use; Chenopodium Oil; Choline; 


Chrysarobin ; Cinchophen ; Colchicine ; Dehydrocholic Acid; Digitalis ; 


Earache Drops containing a local anesthetic; Ephedrine—except in 
doses of not more than ¥% grain in any four-hour period ; Epihephrine 

except solutions of 1 per cent or less; Estrogenic Substances—except 
skin creams containing not more than 10,000 International Units of 
estrone, or the equivalent of other estrogens, per ounce of cream; Hy- 
dantoin Derivatives; Injections (drugs intended for injections into or 
through the skin or mucous membrane )—except insulin; Menadione ; 
Methionine ; Oxytocic Drugs—such as ergot, apiol, oils of rue, savin, 
tansy, and pennyroyal; Phosphorus and Phosphides; Pituitary Hor- 
mones (ACTH, etc.); Radium and Radioactive Drugs; Rutin; San- 
tonin; Strychnine—except in daily doses not over 1/20 grain; 
Sulfonamides—except those for which effective applications under 
Section 505 permit over-the-counter sale; Thiocyanates; Thiouracil 
and Derivatives ; Thyroid ; Urethane ; Vitamin D—except in daily dose 
not more than 5,000 USP Units; Yohimbine. 
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